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presided at most of the important food 
standard hearings. Since resuming his 
successful practice, he has been an ac- 
tive participant in several hearings in- 
cluding those amending the standards 
for flour, bread, and frozen fruit. 


In Congress 


Oleo Act of 1950—Text.—ANn Act 
to regulate oleomargarine: 


Be it enacted by the Senate and House 
of Representatives of the United States of 
America in Congress assembled, That sec- 
tion 2301 of the Internal Revenue Code 
(relating to the tax on oleomargarine) 
is repealed. 

Sec. 2.. Part I of subchapter A of 
chapter 27 of the Internal Revenue 
Code (relating to the occupational tax 
on manufacturers, wholesalers, and re- 
tailers of oleomargarine) is repealed: 
Provided, That such repeal shall not be 
construed to entitle any manufacturer, 
wholesaler, or retailer to a refund of 
any occupational tax heretofore paid. 

Sec. 3. (a) The Congress hereby 
finds and declares that the sale, or the 
serving in public eating places, of colored 
oleomargarine or colored margarine 
without clear identification as such or 
which is otherwise adulterated or mis- 
branded within the meaning of the Fed- 
eral Food, Drug, and Cosmetic Act 
depresses the market in interstate com- 
merce for butter and for oleomargarine 
or margarine. clearly identified and 
neither adulterated nor misbranded, and 
constitutes a burden on interstate com- 
merce in such articles. Such burden 
exists, irrespective of whether such oleo- 
margarine or margarine originates from 
an interstate source or from the State 
in which it is sold. 

(b) Section 301 of the Federal Food, 
Drug, and Cosmetic Act, as amended 
(21 U.S. C. 331), is amended by adding 
a new paragraph as follows: 

“(m) The sale or offering for sale of 
colored oleomargarine or colored mar- 
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garine, or the possession or serving of 
colored oleomargarine or colored mar- 
garine in violation of sections 407 (b), 
or 407 (c).” 

(c) Chapter IV of such Act, as 
amended (21 U. S. C. 341 and the fol- 
lowing), is amended by adding a new 
section as follows: 


“COLORED OLEOM ARGARINE 


“Sec. 407. (a) Colored oleomargarine 
or colored margarine which is sold in 
the same State or Territory in which it 
is produced shall be subject in the same 
manner and to the same extent to the 
provisions of this Act as if it had been 
introduced in interstate commerce. 

“(b) No person shall sell, or offer for 
sale, colored oleomargarine or colored 
margarine unless— 

“(1) such oleomargarine or mar- 
garine is packaged, 

“(2) the net weight of the contents 
of any package sold in a retail estab- 
lishment is one pound or less, 

“(3) there appears on the label of 
the package (A) the word ‘oleomar- 
garine’ or ‘margarine’ in type or let- 
tering at least as large as any other 
type or lettering on such label, and 
(B) a full and accurate statement of 
all the ingredients contained in such 
oleomargarine or margarine, and 

“(4) each part of the contents of 
the package is contained in a wrapper 
which bears the word ‘oleomargarine’ 
or ‘margarine’ in type or lettering not 
smaller than 20-point type. 


The requirements of this subsection shall 
be in addition to and not in lieu of any 
of the other requirements of this Act. 
“(c) No person shall possess in a 
form ready for serving colored oleo- 
margarine or colored margarine at a 
public eating place unless a notice that 
oleomargarine or margarine is served is 
displayed prominently and conspicu- 
ously in such place and in such manner 
as to render it likely to be read and 
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understood by the ordinary individual 
being served in such eating place or is 
printed or is otherwise set forth on the 
lettering not smaller 


menu m type or 


than that normally used to designate 
the serving of other food items. No 
person shall serve colored oleomargarine 
or colored margarine at a public eating 
place, whether or not any charge is 
made therefor, unless (1) each separate 
serving bears or is accompanied by 
labeling identifying it as oleomargarine 
or margarine, or (2) each separate serv- 


ing thereof is triangular in shape. 


“(d) Colored oleomargarine or colored 
margarine when served with meals at a 
public eating place shall at the time of 
such service be exempt from the label- 
mg requirements of section 403 (« xcept 
(a) and 403 (1)) if it complies with the 
requirements of subsection (b) of this 
section, 

“(e) 
colored oleomargarine or colored mar- 
margarine 


For the purpose of this section 
garine is oleomargarine 01 
having a tint or shade contaming more 
than one and six-tenths degrees of yel- 
low, or of yellow and red collectively, 
but with an excess of yellow over red, 
measured in terms of Lovibond tinto- 
meter scale or its equivalent.” 

(d) Section 402 of the Federal Food, 
Drug, and Cosmetic Act (21 U. S. C,, 
sec. 342) is amended by adding a new 
subsection (e) as tollows: 
= mar- 
raw 


(e) If it is oleomargarine or 
garine or butter 
material used therein consisted in whole 
or in part of any filthy, putrid, or de- 
composed substance, or such, oleomar- 
or butter is otherwise 


and any of the 


garine or Margar©rine 
unfit for food.” 


Sec. 4. (a) Section 15 of the Federal 


Trade Commission Act, as amended, is 
“(1)” after the 


subsection (a) thereof, 


amended by inserting 
letter “(a)” in 
and by adding at the end of such sub- 


section the following new paragraph: 
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““ 


(2) In the case of oleomargarine or 
margarine an shall be 
deemed misleading in a material respect 


advertisement 


if in such advertisement representations 


are made or suggested by statement, 
word, grade designation, design, device, 
sound, or any combination 
that 


margarine is a dairy 


symbol, 


thereof, such oleomargarine or 


product, except 
that nothing contained herein shall pre- 
and full state- 


of all 


the ingredients contamed in such oleo- 


vent a truthtul, accurate, 
ment in any such advertisement 


margarine or margarine.” 


(b) Such sect’on 15 is further amended 
by adding at the end thereof the fol- 


lowing new subsection 


“(f{) For the purposes of this section 
407 of the Federal Food, 


Act, as amended, 


and section 
Drug, and Cosmetic 
the term ‘oleomargarime’ or ‘margarine’ 


includes— 


‘(1) all substances, mixtures, and 
compounds known as oleomargarine 


or margarine; 


“(2) all substances, mixtures, and 


compounds which have a consistence 
which 


her 


similar to that of butter and 
contain any edible oils or fats ot 
than milk tat if made in imitation o1 


semblance of butte: 


(c) Subsection (1) of section 5 of the 
Commission Act is 
the end thereot 
“Each 


separate violation of such an order shall 


Federal Trade 


amended by adding at 


the tollowme new sentences 


be a separate offense, except that in the 


case of a violation through continuing 


failure or neglect to obey a final order 


of the Commission each day of continu- 
shall be 


ance of such failure or neglect 


deemed a separate offense 


Sec. 5. So much of the unexpended 


balances of appropriations, allocations, 


or other funds (including funds avyail- 
able for the fiscal vear ending June 30, 
Bureau ot In- 


Depart 


1950) for the use of the 


ternal Revenue of the Treasu 
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ment in the exercise of functions under 
the Oleomargarine Tax Act (26 U.S. C. 
2300 subchapter A), as the Director of 
the Bureau of the Budget may deter- 
mine, shall be transferred to the Federal 
Security Agency (Food and Drug Ad- 
ministration) for use in the enforcement 
of this Act. 


Sec. 6. Nothing in this Act shall be 
construed as authorizing the possession, 
sale, or serving of colored oleomargarine 
or colored margarine in any State or 
Territory in contravention of the laws 
of such State or Territory. 

Sec. 7. This Act shall become effec- 
tive on July 1, 1950. 


Approved March 16, 1950. Public 
Law 459. Eighty-first Congress. Chap- 


ter 61. Second Session. H. R. 2023. 


In the Food and Drug 
Administration 


Canned Mushroom Standards.— 
Amendment of the definitions and stand- 
ards of identity for canned mushrooms 
was discussed at a public hearing on 
April 10. Restriction of optional ingred- 
ients to water and salt, use of ascorbic 
acid in limited amounts as an optional 
ingredient with an accompanying provi- 
sion for label statement, establishment 
of a standard of fill of container, and 
use of a label statement of substandard 
fill, were proposed amendments which 
were considered (15 F. R. 310). 


Amendments of Standards for Anti- 
biotic Certification. — Regulations for 
certification of batches of antibiotic and 
antibiotic-containing drugs have been 
amended concerning aqueous suspension of 
procaine penicillin to effect changes in 
potency requirements, methods of deter- 
mination of pH of both the procaine 
penicillin and the suspension, and re- 
quirements for storage temperature of 
the suspension. Other amendments pro- 
vide for revision of standards for aureo- 
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mycin and chloramphenicol for diagnostic 
use and for penicillin-streptomycin oint- 
ment, including that intended solely for 
veterinary use. Changes in the standards 
of identity for bacitracin troches and in 
labeling requirements for the troches 
and aureomycin intended for intravenous 
use are also provided. 


In addition, crystalline penicillin G 
has been declared exempt from the cer- 
tification requirements. 


In the Federal Trade 
Commission 


Antihistamine Drugs. 
leading advertising claims for two anti 


False and mis 


histamine preparations, Resistabs and 


Anahist, were alleged in recent com- 
plaints, FTC Dockets 5752 and 5753 
which also charged misrepresentation 


of therapeutic properties and effective 
ness in the prevention and treatment of 
the common cold. Representations as 
to the safety of the products, their 
value in combatting 
tions, and the cause of the initial mani 
were also attacked 
as deceptive. An Anahist claim to the 
effect that prior to 2, 1949, 
the same dosage of antihistamine as is 


secondary infec- 


festations of ce Ids 
September 


contained in Anahist was prescribed by 


physicians for hay fever, allergies, and 
colds is also challenged, as the usual 
prescribed dosage is far greater than 


Both products are in 
Resistab contains 25 milli- 


that in Anahist. 
tablet form: 
thonzylamine 
as its only active ingredient, while 


hydrochloride 
Ana- 


3858 


grams of 
hist contains, among other things, 
grains of the same ingredient 


Another antihistamine complaint has 
been issued in FTC Docket 5754, which 
charges misrepresentation of therapeutic 
properties and effectivness of Kriptin 
in the treatment of colds. This cold 
tablet is alleged to contain 25 milligrams 
of pyranisamine maleate “as its 
active ingredient.” 


sole 
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Federal Food 
and Drug Laws- 


LEADERS 
Who Achieved Their 
Enactment and Enforcement 
Part Two 


DR. CARL L. ALSBERG TAKES OVER THE BUREAU OF CHEMISTRY 
IN 1912 AFTER THE RESIGNATION OF DR. HARVEY W. WILEY 


BY FRED B. LINTON, FORMERLY ASSISTANT TO THE 
COMMISSIONER OF FOOD AND DRUGS 


OON AFTER the resignation of Dr. Harvey W. Wiley as Chief 
S of the Bureau of Chemistry and Chairman of the Board of Food 

and Drug Inspection, in March 1912, a cartoonist pictured Presi- 
dent Taft vainly searching for a man big enough to wear an enormous 
pair of shoes formerly worn by Dr. Wiley. 

The cartoon aptly portrayed the fact that Dr. Wiley was recog 
nized by consumers as the one man best qualified by courage and com- 
petence to enforce effectively the Federal Food and Drugs Act. He 
had been a leader in the pure food movement for 25 years, and for 
10 years his name had been associated with pure food in the minds 
of millions of housewives. Who could wear his shoes ? 


Secretary Wilson designated R. E. Doolittle as “acting chief” to 
serve until a permanent successor to Dr. Wiley was selected. Doolittle, 


an experienced food chemist, had been in the service of the Bureau of 
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Left—Dr. Carl L. Alsberg, Chief of the Bureau of Chemistry and 
Food and Drug Law Administrator, 1912-1921. Photo taken in 1914. 


Chemistry since 1904 under Dr. Wiley. For eight years before that 
he was an assistant chemist and state analyst for the Dairy and Food 
Department of Michigan. He carried on, as best he could, the policies 
of Dr. Wiley. He labored under the handicap of being only “acting” 
chief, and was confronted with the demoralizing effect on the staff 
of the recent departmental controversies, the Congressional investiga- 
tions, and the Wiley resignation. 

It is probable that Doolittle would have been appointed chief food 
and drug law enforcement officer on a permanent basis, if Secretary 
Wilson had been permitted to make the selection, Doolittle told me 
that Secretary Wilson promised to appoint him, President Taft, how 
ever, personally selected a new chief. For months he sought and 
received the advice of leaders in the food and drug industries and of 
men eminent in science. That the l’resident considered it necessary 
to select the best man available is indicated by the fact that it was not 
until nine months after the Wiley resignation, and one month after his 
own defeat for re-election, that the appointment of Dr. Carl L. Alsberg 
was announced. 

I:choes of the Wiley controversies were still reverberating through 
the cloak rooms of the Capitol and in portions of the press. Wiley, 
in Detroit on a lecture tour, gave an interview to reporters in which 
he criticized the selection of Alsberg as his successor. He asserted 
that Doolittle, Bigelow, or some other man experienced in food and 
drug law enforcement work should have been appointed. 

Doolittle, though keenly disappointed when he learned of the 
President’s selection, cheerfully accepted a subordinate role and, until 
his death several years later, rendered loyal and useful service on the 
field staff of the Bureau of Chemistry. 

When Alsberg took charge, the Food and Drugs Att had been in 
effect for six years. As he surveyed conditions in the food industries, 
he perceived that in spite of the conflicts within the Department of 
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Agriculture, and notwithstanding the opposition of segments of the 
industries, progress had been made in eliminating the most flagrant 
forms of adulteration and false branding previously prevailing in com- 
mercial foods. 

Progress in Food Industry 


The crusading zeal of Dr. Wiley not only had aroused consumers 
to an awareness of the dangers from adulterated food, but also had 
brought many in the food industries to a realization of their responsi- 
bilities for providing pure, wholesome, and truthfully labeled foods. 
Many food processors voluntarily had put their houses in order and 
had improved their products. In addition, more than 3,000 court 
actions had been brought to prod the reluctant into confession, re- 
pentance, and reformation. The inspection evidence on which these 
cases were based had been developed under the leadership of Walter G. 
Campbell, Chief Inspector. He opened new paths and blazed trails 
in this field. 

All in all, there never was, before or since in so short a t'me, 
such an extensive revolution within the food industries as took place 
between 1907 and 1912. Never since have conditions in the food 
industries even approached those existing before the pure food law 
of 1906 became effective. Much had been accomplished, but much 
more needed to be done before commercial foods in their entirety 
would deserve to command consumer confidence to the extent that 
might be expected with a more effective enforcement of the law. 

Refined methods of adulterating food, which were more difficult 
to detect, had replaced the cruder forms previously prevalent. Chem- 
ists could easily and certainly detect cottonseed oil when mixed with 
or sold as olive oil, but other vegetable oils not so easily detected were 
coming into use to adulterate olive oil. New methods of analysis had 
to be devised and old methods had to be revised in order to outwit the 
more clever cheaters. Likewise, advances in bacteriology had revealed 
hidden dangers in foods when handled without regard for the principles 


of sanitary science. 


Falsely Labeled Medicines 


Alsberg soon realized that only a little progress had been made 
in clearing up the deplorable conditions in the domestic drug business. 


Page 106 Food Drug Cosmetic Law Journal—April, 1950 














The act of 1906 was weak in its provisions relating to domestic medi- 
cines. Flagrantly false curative claims were still blatantly proclaimed 
in the sale of proprietary preparations. Many of them were worse 
than worthless in the treatment of diseases named on their labels. 


Dr. Wiley and others had believed when the law was enacted that 
it outlawed false therapeutic claims on labels, but the Supreme Court 
had ruled otherwise. The highest court had decided, on May 29, 1911, 
that the misbranding provisions of the act of 1906 did not apply to 
claims for curative efficacy about which there might be wide differences 
of opinion. Justice Hughes, with Justices Harlan and Day concurring, 
filed a vigorous dissenting opinion, but dissenting opinions do not 
govern. 

To correct this defect in the Food and Drugs Act of 1906, an 
amendment was enacted by Congress, and was approved on August 23, 
1912, by President Taft. The amendment provided that a drug shall 
be deemed to be misbranded, “If its package or label shall bear or 
contain any statement, design, or device regarding the curative or 
therapeutic effect of such article or any of the ingredients or substances 
contained therein, which is false and fraudulent.” The amendment 
was only a partial improvement for it contained a “joker.” The words 
“and fraudulent,” which some manufacturers of proprietary medicines 
fought for until they were inserted, diluted the potency of the amend- 
ment. It is always difficult and often impossible to prove that curative 
claims are fraudulent even when they are fraudulent as well as false. 


When, in December 1912, Alsberg sat down at the big double desk 
previously occupied by Dr. Wiley, he was 35 vears of age. He had 
had no experience in administrative work or in law enforcement opera- 
tions. Tlis entire adult life had been devoted to study at universities 
in this country and abroad, and to work as a teacher and investigator 
in the field of biochemistry. Born in New York City in 1877, he had 


received A. B., A. M., and M.D. degrees, the latter in 1900, from Co- 


lumbia University. He then took graduate work for three years at 
the universities of Strassburg and Berlin in Germany. After com- 


pleting his studies in Europe, he taught biochemistry at Harvard. He 
had been appointed, in 1908, to a civil service position in the United 
States Department of Agriculture as a research biologist in the Bureau 
of Plant Industry. 


Federal Food and Drug Law Leaders Page 107 











Alsberg had published a number of scientific papers which had 
attracted the favorable attention of leading research workers in bio- 
chemistry. He was well on the way to become an outstanding leader 
in his chosen field when he stepped from the cloistered atmosphere of 
a research laboratory to an administrative desk that had been the 


center of periodical storms of cyclonic intensity. 


Alsberg Enters New Field of Endeavor 


He knew he was tackling a tough task. A less able man would 
have been dismayed to undertake, without previous experience, the 
enforcement of a complex law to regulate the vast food and drug indus 
tries of the nation. He was unknown to most of the leaders and the 
others in the food and drug business. He knew personally few of the 
staff members of the Bureau of Chemistry whose work he would direct 


and upon whom he must depend to carry his policies into effect. 


Alsberg was solid of body, but SO well proportioned that he lid 
not seem to be as big as he actually was. There was about him an air 
of dignity and reserve power that impressed all who met him. His 
maturity of mind created the impression that he was older than the 
35 years he had lived. 

As the division chiefs assembled in his office at the first staff meet- 
ing Alsberg had called, one could feel the tension. There was, figura 
tively speaking, the locking of horns that occurs when a new member 
enters a group to test who is to be the leader. Alsberg was outwardly 
calm, but there was a shade of solicitude in his eyes. 

We wondered with what platitudes and exhortations to cooperate 
he would address us. We awaited his first words with critical atten- 
tion. In the quiet pause that followed the seating of his staff, Alsberg 
with a slightly exaggerated gesture took a cigar from his vest pocket, 
lit it, leaned back in his swivel chair, and blew a ring of smoke toward 
the ceiling. 

No other member of the staff was smoking. It was against the 
rules. Dr. Wiley did not smoke and feared laboratory fires. He had 
made and enforced a strict rule against smoking in any part of the 
building. Smoking was done surreptitiously, never openly. Evidently 
the new chief did not know the rules. 
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“Gentlemen,” Alsberg began in a serious tone of voice but with a 
twinkle in his eye, “the rule against smoking is not only hereby broken, 
but from now on is absolutely abolished.” 

Tension snapped. Laughter, spontaneous and hearty, greeted his 
announcement. We were at ease. Cigars, cigarettes, and even pipes 
were quickly brought into view. Soon every smoker in the room was 
enjoying his favorite brand. Without saying it in words, Alsberg con- 
veyed the impression that his unimportant gesture was but a fore- 
runner of more significant innovations to follow. 


Science To Serve 


When Alsberg adjourned the meeting, his staff hastened to their 
laboratories or offices eager to have a part in making real the vision 
of this new leader. He had pointed the way to new realms of service 
through the extension of fundamental research and through the in- 
creased application of science in the production, processing, storing, 
shipping, and marketing of foods and drugs. Science would be the 
guide and law enforcement would be the prod to persuade producers 
and processors to improve the quality of foods and drugs on the 
American market. If the full significance of the new emphasis to be 
placed upon the role of science in the work of the Bureau of Chemistry 
was not realized by all present at the first staff meeting, it was made 
convincingly clear to all in the days that followed. 

Dr. Alsberg believed that the most important task immediately 
confronting him was that having to do with drugs and medicinal 
preparations, His first public address in his new position was made 
in New York City at the annual meeting of the National Association 
of Manufacturers of Medicinal Products. He stressed the value of 
scientific control and research in their manufacturing operations and 
complimented them on the advances they had so far made. 


He called their attention to the benefits to them and to the public 
through the enforcement of the import provisions of the Food and 
Drugs Act by which “the Department of Agriculture has succeeded 
in keeping out of the country all crude drugs of an inferior quality.” 

Makers of patent medicines who might hear or read his address 
were warned: “I regard it as the most important immediate duty of 
the bureau to curb traffic between the states in worthless nostrums.” 
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Houston Appointed Secretary of Agriculture 


On March 4, 1913, less than three months after Alsberg was 
appointed Chief of the Bureau of Chemistry, Woodrow Wilson was 
inaugurated as President of the United States. For Secretary of Agri- 
culture, the President appointed David F. Houston. Chiefs of the 
various bureaus of the Department of Agriculture were scientists who 
had been appointed because of their professional attainments rather 
than their political afhliations. The Department of Agriculture was 
the one department in the Federal government which did not change 
the heads of bureaus when there was a change in the political party in 
control. That most admirable practice was modified in later vears. 

Secretary Houston soon came to have great confidence in the 
ability and judgment of Alsberg. The Board of Food and Drug Inspec- 
tion was abolished. Members of the Remsen Referee Board resigned 
within a few months, and the board was discontinued in accordance 
with Wilson’s campaign pledge. Alsberg was now the chief food and 
drug law enforcement officer, in fact as well asin name. His decisions 
could be over-ruled only by Secretary Houston who believed in putting 
able men in key positions, giving them ample authority, and holding 
them responsible for results. 

In the early days of Alsberg’s administration, his staff was cor 
cerned lest his lack of experience in administration and his utter dis 
regard of the time factor would impair the law enforcement operations. 
A great volume of letters, recommendations for seizure actions and for 
criminal prosecutions flowed daily to his desk for approval. Many of 
the subjects treated were new to Alsberg. He was not at first well 
enough acquainted with his staff to know whose judgment he could 
accept. In the spirit of a true scientist he attempted to go to the 
bottom of every question that came before him for decision. Until he 
could find the right answer, he would make no answer. 

Outgoing letters prepared by the staff for his signature lay on his 
desk for weeks, occasionally for months. Recommendations for the 
seizure of shipments of adulterated foods or drugs were not approved, 
in some instances, until after the products had been consumed. Such 
delays were demoralizing to the law enforcement staff. Alsberg was 
quick to see what was happening and why. He gave to the pr sblem 
the same concentrated, constructive thought he applied to his research 
work. Shortly he found a solution. 
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Enforcement Agency Reorganized 

Reorganizing the Bureau of Chemistry was his answer. He 
brought into the bureau two men not previously employed by it. One 
of them, R. L. Emerson, was a chemist; the other, W. P. Jones, was 
a lawyer. They were given the rank of Assistant Chiefs. To them he 
gave the authority to settle many of the problems that had taken too 
much of his own time. They relieved him of much administrative 
routine, permitting him to give more attention to the research work 
and to formulation of broad policies for law enforcement operations. 

Alsberg brought a number of highly productive research men into 
the service. He established new laboratories to extend knowledge in 
the biological sciences. 

The field staff was reorganized into three food and drug inspection 
districts with headquarters in Washington, Chicago, and San Fran- 
cisco. Headquarters of the Eastern District were later moved to New 
York City. Chiefs of the other districts were: Walter G. Campbell of 
the Eastern; L. M. Tolman of the Central; and B. R. Hart of the 
Western. The broad outlines of the field setup as established by 
Alsberg in 1914, were continued until 1948, when the three district 
headquarters were abolished. 

After completing the reorganization of the bureau, Alsberg gave 
more of his personal attention to directing the research projects he had 
initiated, His insatiable curiosity led him into many diverse fields of 
investigation. Every research project undertaken, in its inception, its 
planning, its progress, and in the results achieved, bore the stamp of 
Alsberg’s original mind. 

Under his direction basic facts on the normal composition of foods 
were ascertained. Data so acquired have been of the greatest value in 
formulating food standards which are so essential for the effective 
enforcement of food laws. New and better methods of analysis for 
detecting adulteration in foods and in drugs were developed. The 
operations of both Federal and state food and drug law enforcement 
officials were placed upon a firmer foundation through Alsberg’s in- 


creased emphasis on science. 


Economics of Enforcement 
Alsberg also placed renewed emphasis on the economic features 
of the Food and Drugs Act of 1906. Consumers considered it mainly 
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a health measure, but most of its provisions relating to food were aimed 
to prevent cheating, with only indirect relation to health. 

Too little attention had been given, Alsberg said, to the economic 
effects of the enforcement of the law. When no question of health 
was involved, he believed it was unwise to impose such legal require- 
ments on food processors as would increase the cost of food to con- 
sumers without bringing compensating benefits to them. But he was 
keen to protect consumers from practices that cheated. He was eager 
to catch, and to have the courts penalize, any food concern perpetrating 
a fraud. If a supposedly reputable concern cheated, it was his delight 
to see them convicted on evidence dug up by his staff. 

One manufacturer of prominence, who cheated consumers in a 
way he believed could not be detected, underestimated the resource- 
fulness of Alsberg’s inspection staff. The manufacturer adulterated 
his supposedly high grade pepper with ground pepper shells, which 
are cheap and harmless but lack pungency. When pepper shells are 
added to, and sold at the price of, ground pepper, they are quite 
profitable. 

The manufacturer had been advised by technical experts that he 
could add as much as twenty per cent and, under some conditions, up 
to thirty per cent of ground shells to his pepper without fear of detec 
tion. No chemist or microscopist could detect the adulteration with 
sufficient accuracy to go on the witness stand and state under oath 
that ground shells had been added. They might suspect it, but they 
could not prove it. 


Catching the Cheaters 


So the manufacturer added shells and flooded the market with the 
mixture labeled as “Pure Ground Black Pepper.” The practice was 
demoralizing to the legitimate trade and cheated consumers who had 
a right to expect, under such a label, pepper of standard potency. 
Alsberg learned what was going on from his field staff. How to prove 
it in court was the problem. That the manufacturer would employ 
technical experts and able lawyers to protect both his reputation and 
his profits was certain. Alsberg discussed the question of evidence 
with W. G. Campbell, Chief of the Eastern District. 

A few days later Campbell recommended that some shipments of 
the debased pepper be seized. A chemist on his staff, A. F, Seeker, 
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had developed some evidence which Campbell believed would stand up 
in court. Alsberg approved the seizures. 

When the first seizure action came to trial in the Federal court, 
the array of technical experts employed by the manufacturer were 
unanimous in their testimony that there was no known method of 
proving the addition of ground pepper shells, as charged by the govern- 
ment, to the pepper under seizure. The pepper, they testified, met all 
the official tests for pure pepper that were known at that time. Their 
testimony was not shaken by cross examination. They admitted that 
if any pepper shells had been added to the ground pepper, the addition 
would be a violation of the Food and Drugs Act. Company officials 
responsible for processing the pepper categorically denied that any 
shells had been added. 


Witnesses for the government testified that while inspecting food 
offered for entry into the United States at Baltimore, they had observed, 
from time to time, consignments of pepper shells in bags coming from 
a foreign country addressed to the manufacturer whose shipments had 
been seized. Pepper shells have legitimate uses for technical purposes. 
The fact that the manufacturer had received large quantities was not 
conclusive evidence that he had used them in any illegal manner, his 
attorneys were quick to point out. 


The manufacturer claimed that he imported shells for use in a 
cheap mixture of pepper which he labeled truthfully and sold for a low 
price to those who wanted a cheaper, although less pungent, article. 
He did, in fact, put out such a mixture labeled in accordance with the 
law. The government charged, however, that his higher priced pepper 
labeled as “Pure Ground Black Pepper” and sold to consumers as high 
grade pepper, actually contained added shells without label declaration. 
This charge the manufacturer vehemently denied. 

Government witnesses testified that when a specified lot of pepper 
shells in bags consigned to this manufacturer was admitted at the port 
of Baltimore, food inspectors had injected into several bags of shells, 
by means of a syringe, a small quantity of quinine in solution. Quinine 
is not a normal ingredient of pepper shells. A. F. Seeker, an experi- 
enced and expert chemist at the New York Station, testified that he had 
analyzed a sample of the pepper under seizure, and had obtained the 
chemical reaction which proved beyond doubt that the pepper con- 
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tained quinine. The experts employed by the manufacturer threw up 
their hands. They knew that their employer’s case was lost. 

The lawyers vainly tried to avert an unfavorable verdict by assert- 
ing that the government had failed to prove that the quinine did not 
get into their client’s pepper in some other way than by means of 
added ground shells. To this the judge, who tried the case without a 
jury, replied in substance that the food officials had proved to him how 
the quinine got there. The court then issued a decree of condemnation 
and forfeiture. The manufacturer did not defend the numerous other 
shipments that had been seized. In addition a criminal prosecution was 
brought against him and he was convicted and fined. This form of 
economic cheat was broken up. Alsberg was highly gratified. 

The Food and Drugs Act was amended in 191° to require that the 
quantity of contents be stated plainly and correctly on the packages or 
containers of food subject to the act. Alsberg was thus provided with 
an instrument to operate on the short-weight, short-measure cheaters. 

A slight but consistent shortage in foods sold in large quantities 
for relatively high prices, such as butter, flour, salad oils, flavoring 
extracts, and the like, makes a steady drain on the family purse. 
Thousand of court actions have been initiated because of slight but 
continuous shortages in the weight of butter. Innumerable court 
actions have been brought because of butter that contained too little 
butter fat, the most expensive ingredient, and too much water, the 
least expensive ingredient. 

Water, in fact, has been one of the cheapest and most prevalent 
food adulterants. It is also one of the least nourishing, even though 
it is harmless. Seizures and criminal prosecutions have been brought 
in the Federal and state courts because of too much water in oysters, 
fruit juices, canned vegetables, vinegar, flour, dried fruits, milk, and 
other foods, as well as in butter. 

It is a well-known fact that all food products normally contain 
some moisture. What is not so well known is the fact that there is a 
limit to the quantity of water that legally may be in any food product. 
Sutter should contain not more than 16 per cent. It is easy, in making 
butter, to so manipulate the process that it will contain much more 
water with a correspondingly less amount of butter fat. Buying water 
at the price of butter may not injure the health, but it certainly 
lightens the pocket book. How much excess water has been squeezed 


Page 114 Food Drug Cosmetic Law Journal—April, 1950 














out of foods through the operation of Federal and state pure food laws, 
can Only be guessed. Because of the work of Alsberg and other pure 
food officials, most foods on the markets today are accurately labeled 
as to weight and measure and contain only a normal amount of 
moisture. 

For the clever cheaters who constitute that narrow fringe in food 
industries that prize profits more than principle, Dr. Alsberg urged 
the full penalties of the law. He was keenly disappointed when those 
who were convicted of cheating by short measure, by substituting for 
normal ingredients cheaper or less nourishing materials, or by mis- 
representing their products for something other or better than they 
were, escaped with less than the maximum penalties of the law. He 
considered the penalties of the Act of 1906 entirely too light for the 
deliberate cheater. 

Alsberg preferred to prescribe quite different treatment for honest 
food processors whose products occasionally fell beow the require 
ments of the law because of their lack of knowledge of the technological 
principles involved, provided such processors corrected their bad prac- 
tices when shown how. Some members of his staff, who were eager 
to make a record of seizures and prosecutions, thought Alsberg was too 
lenient with this group. 

He believed it was the function of the Federal government to 
lead the way in discovering how to solve the technological problems 
involved in processing and storing such a universal and basic necessity 
as food, Until the Federal government could show processors how 
to meet the requirements of the law, Alsberg favored court actions only 
to the extent necessary to protect consumers from products that might 
be dangerous to health, or that were deliberate cheats. He was reluc- 
tant to initiate criminal proceedings against any food processor when 
it Was evident no intent was involved. Education, rather than punish- 
ment, was the remedy he advocated for correcting such conditions. 

Even with such wise policies, no official can enforce a pure food 
and drug law in the interest of consumers without making enemies. 
Alsberg, as did Wiley, found that in prosecuting cheaters and exposing 
their practices to the public he incurred their vindictive hatred. The 
next installment will tell how a supposedly reputable food manufac- 
turer attempted to discredit Alsberg and force him in disgrace from 
the public service. [The End] 
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THE PROBLEM 
OF CONTROL OF IMPORTS 





By LEONARD D. HARDY 





The views expressed in this paper are those of the writer, and are not 
intended to represent the official position of the Federal Security Agency. 


HE PROBLEMS arising with respect to the control of imports 

of food, drugs, devices, and cosmetics have grown to be in- 

creasingly important and increasingly more difficult during 
recent years. This is due, primarily, to the tremendous growth of 
foreign trade since the end of the war. The facilities of the Food and 
Drug Administration at ports of entry have been strained to the 
utmost, and it has been possible to sample and analyze only a portion 
of the imports offered for entry. 

The situation is further complicated by the fact that many foreign 
manufacturers of foods, drugs, and cosmetics have never before traded 
with the United States and are ignorant of the standards required of 
such merchandise by the laws of this nation. Some foreign shippers 
give little consideration to our standards due to their favorable bar- 
gaining position, particularly in scarce items, which enables them to 
demand cash before the article is shipped from foreign countries, thus 
placing upon the owner or consignee the burden of complying with 
the law and of suffering any loss involved. Some few American im- 
porters have been reckless in their acceptance of foreign food, drugs, 
and cosmetics, knowing that, quite possibly, a violation, if such there 
be, will not be detected, and that even if the illegal nature of the im- 
ported article is discovered, they will be permitted to export or bring 
the merchandise into compliance with the law, generally at a nominal 
cost. These importers have adopted the position that the burden is 
upon the Food and Drug Administration to ferret out the illegal nature 
of imports and deny them admission. The possibility of having such 
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merchandise destroyed under court order has, until recently, not been 
part of the calculated risk. The possibility of criminal prosecution, 
with resulting fines and possible imprisonment, has been considered 
completely outside the scope of the Act. 

There have been recent developments, from an enforcement stand- 


point, along most of these lines. 


Amendments to Section 801(a), (b) and (c) of the Federal Food, 
Drug, and Cosmetic Act 


For many years the Food and Drug Administration, by regula- 
tions, has permitted the relabeling or reprocessing of imports that 
were misbranded or adulterated to the end that the cause of the mis- 
branding or adulteration be removed. These operations were super- 
vised by personnel of the Administration, and since the Act did not 
provide for the payment of the cost of such services, no charges were 
made. This was in contrast to the burden placed on domestic shippers 
who were required by the Act to pay the expenses of supervising the 
reconditioning or relabeling of foods, drugs, or cosmetics which were 
condemned by court proceedings. 

At an executive session of the House Committee on Interstate and 
Foreign Commerce, held in March 1947, representatives of the Federal 
Security Agency were requested to formulate for consideration legis- 
lation which would provide for assessing against an importer the cost 
of supervising the reprocessing, reconditioning, or relabeling of imports 
of food, drugs, devices, or cosmetics which failed to meet the standards 


of cleanliness or the requirements of labeling established for such 
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merchandise by the Federal Food, Drug, and Cosmetic Act.' In the 
course of preparing this amendment, it was decided also to provide 
by statute for bringing imports into compliance with the requirements 
of the Act, an action which had previously been sanctioned only by 
regulations. 

These proposed amendments to Section 801 were considered and 
enacted into law by the Eighty-first Congress and became effective on 
October 18, 1949.? 


Administrative Action Under Section 801 


Section 801 (a), (b), and (c) of the Federal Food, Drug, and 
Cosmetic Act is a carry-over from the Food and Drugs Act of 1900. 
Much of the language was taken, verbatim, from the old law. The 
most important changes are those incorporated by the amendments 
referred to above. 

No unusual difficulty has been encountered in controlling imports 
under Section 801 provided the violations were discovered while the 
import was in the custody of the Bureau of Customs. Where the 
examination of a sample reveals that an import is not admissible, the 
Food and Drug Administration so advises Customs and the article is 
ordered exported within 90 days or destroyed. It is not necessary to 
prove before a court of law that the import does not comply with the 
Act. It is enough that the article “appears” to violate the provisions 
of the law.® 

Under Section 801, as amended, the Administrator may, if he 
deems it proper, authorize the owner or consignee of an article of food, 
drug, device or cosmetic offered for importation to bring the article 
into compliance with the Act. The consignee, in addition to filing a 
bond, must make a showing in writing that there is good reason to 
believe that the import can be made to comply with the law. If the 
Administrator concludes that there is no reasonable basis for believing 
that the proposal of the consignee will accomplish the desired end, he 
may reject the application. If the consignee has persistently offered 
for entry articles of adulterated or misbranded food, drugs, devices, or 





1 Report of Committee on Appropria- the United States Customs Court jurisdic- 
tions, House Report No. 178, Eightieth tion over cases arising under the Federal 


Congress. Food, Drug, and Cosmetic Act which in- 
? Public Law 360, Eighty-first Congress, volved imported articles. See Bowman v. 
First Session, H. R. 160. Retzlaff, 65 F. Supp. 265. 


* There has been a recommendation that 
the Tariff Act be amended so as to give 
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cosmetics, the Administrator may elect to deny him the privilege of 
bringing the article into compliance with the law. The amended sec- 
tion is carefully worded so that the granting of this right is discre- 
tionary with the Administrator. As a rule, legal complications are 
rare in this type of case. 

Generally speaking, uncertain and controversial questions arise 
most frequently when an import is released to the owner or consignee 
and it is subsequently determined that the article was not entitled to 
admission into the country. The majority of shipments of foods, 
drugs, devices, and cosmetics which are offered for importation are 
not sampled and analyzed. And, in the natural course of events, 
some imports are examined and approved for entry even though in 
fact they fail to comply with the requirements of the Act. 

The question arises as to the means available for protecting the 
consuming public from misbranded or adulterated imports of foods, 
drugs, devices, or cosmetics which passed Customs without sampling 
or which were passed upon the basis of inadequate analysis. 


Purpose of Section 801 

The principal purpose of Section 801 (a) and (b) is to provide an 
administrative means for denying admission into the country of im- 
ported articles of food and drugs which do not comply with the Act. 
It is apparent that the power to exclude imports exists only at the 
time the import is in the possession or control of the Secretary of the 
Treasury. Only through physical control of the objectionable import 
may the Secretary refuse its admission into the country, refuse its 
delivery to the consignee, and destroy it. 

When an import has been admitted into the country and delivered 
to the consignee, custody and control of the merchandise has passed 
from Customs, and neither the Secretary of the Treasury nor any one 











* Most imports are admitted with the no- 
tice ‘“‘no sample desired.’” This is a prac- 
tical necessity because of the very small 
staff of the Food and Drug Administration 
and the very large and steadily increasing 
volume of imports of foods, drugs, de- 
vices, and cosmetics. Import samples 
examined have grown from 10,274 in fiscal 
1942 to 29,627 in fiscal 1947. Annual Re- 
port of the Food and Drug Administration 
for Fiscal Year 1942 and 1947. Of the 
samples examined in fiscal 1947 approxi- 
mately 22 per cent were found to be 
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in violation of the Act. There were, how- 
ever, slightly over 118,000 importations 
of food, drugs, devices, and cosmetics in 
1947. Hearing before Sub-Committee on 
Appropriations, House of Representatives, 
Eightieth Congress, Second Session, on 
the Department of lLabor-Federal Se- 
curity Agency Appropriation Bill for 1949, 
Part 2, p. 49. Thus, in:1947, approximately 
89,000 imports of food, drugs, devices, and 
cosmetics were admitted into the country 
with the notation ‘‘no sample desired."’ 
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else is in a position to exclude the article under Section 801. This 
naturally raises the question of whether an import, released to the 
consignee who has posted a bond to assure redelivery of the merchan- 
dise upon demand, has passed from “Customs’ custody” and thus is be- 
yond the realm of administrative exclusion. 

The question is complicated by a doctrine of “government cus- 
tody,” which necessarily includes “Customs’ custody,” developed by 
the United States Court of Customs and Patent Appeals in the case of 
United States v. W. F. Mackay, C. A. D. 355, decided on January 7, 1947. 
A carload of frozen fish was imported at Noyes, Minnesota, tariff was 
paid, and samples were taken by Customs and delivered to the Federal 
Security Administrator for analysis. The Administrator was not satis- 
fied with the samples, and requested that the fish be forwarded to 
Minneapolis for inspection. The importer, rather than comply with 
the request, exported the fish to Canada under Customs’ supervision 
and claimed a refund of the duties paid. The Collector of Customs 
refused to refund the duty. The Federal Security Administrator at no 
time consented to the release of the fish. The court, in ruling that the 
importer was entitled to a refund of duty, held that, 

Had the Food and Drug Administrator released the merchandise after in- 
specting it, that would have completed the release from government custody 
for all purposes, and appellee, so far as the record before us discloses, would not 
have been entitled to a refund. 

It has been urged, on occasions, that the redelivery bond permits 
the Bureau of Customs to repossess an import upon demand, and thus, 
the import remains within the custody of Customs as long as the bond 
is effective and the import exists. Since it cannot be seriously doubted 
that Section 801 of the Act is exclusive during the period that an 
import of food, drug, device, or cosmetic is under the physical control 
of Customs, this interpretation would preclude the seizure and con- 
demnation of an import provided it was covered by a redelivery bond. 
The question of where the administrative procedure of Section 801 
terminates with respect to an import, and the judicial remedy of seizure 
and condemnation takes over, presents a knotty problem which has 
not been decided in all its aspects. 


Seizure and Condemnation of Imports 
The Court of Appeals for the Sixth Circuit considered this question 
in 230 Boxes, More or Less, of Fish, et al. v. United States, 168 F. 2d 361 
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(1948) [CCH Food Drug Cosmetic Law Reports § 7089]. A shipment 
of Canadian fish was offered for import at Detroit, and a representative 
sample was examined by Food and Drug inspectors and was not found 
objectionable. Customs released the fish to the consignee, taking a 
redelivery bond in the usual manner. Subsequently, the fish were 
re-examined in the warehouse of the consignee in Detroit. It was 
found infested with a type of parasitic worm from the Canadian lakes 
from which the fish were taken. The merchandise was proceeded 
against upon a libel and seized under the domestic seizure provision of 
the Federal Food, Drug, and Cosmetic Act.° The claimant, on appeal 
from the decree of condemnation, urged that the import was still in 
Customs’ custody by reason of the existence of the redelivery bond 
and that exportation of the fish under Section 801 of the Act was the 
proper remedy rather than seizure and condemnation. The court of 
appeals said: 

The government concedes that Section 801 [21 U. S. C. A., Section 381] 
provides a special remedy, restricted to imports and exclusive for such time 
as the imported article remains in Customs’ custody; but it is insisted here, and 
the district court so concluded, that the articles of food had:been released from 
Customs’ custody and were, thereupon, subject immediately to condemnation on 
libel of information pursuant to the provisions of U.S. C. A., Title 21, Section 334. 
The Secretary of the Treasury, with the approval of the Federal Security Ad- 
ministrator, had unconditionally admitted the shipments into the United States. 
The reasonable interpretation would seem to be that Section 801 is designed 
to test the right to admission before an article may be brought into the United 
States; and that Section 334(a) of Title 21, U. S. C. A., is operative after the 
article is released from Customs and admitted into this country. United States 
v. Nine Barrels of Olives, 179 Fed. 983 (D.C. Pa.). 

* * *” 

After an imported article has passed from the control of the Customs officials 
and had been released and delivered to the consignee, no authority under federal 
law or customs’ regulations is found to authorize the Secretary of the Treasury 
to seize such imports except in cases where fraud was involved in their entry, 
as for instance in Origet v. United States, 125 U. S. 240. See also United States v. 
One Diamond Ring, 2 F. 2d 732. 

‘ , . , ; 

The sole recourse of Customs, upon failure of a consignee to re- 
deliver upon demand an import released under bond, is money dam- 
ages. In other words, Customs does not have the legal authority, 
absent fraud, to remove from the consumer market an import of food, 
drug, device or cosmetic which has been released to the consignee 


under a redelivery bond. 





621 U. S. C. 3A(a). 
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“Interstate Commerce” Includes Imports 


For the court in the Fish case to hold that an import was subject 
to seizure and condemnation, it had first to decide the question of 
whether an import was a shipment in interstate commerce within the 
meaning of the Federal Food, Drug, and Cosmetic Act. 

Section 201 (b) of the Act defines “interstate commerce” as “com- 
merce between any State or Territory and any place outside thereof; 
and (2) commerce within the District of Columbia or within any other 
Territory not organized with a legislative body.” The Act contains 
no definition of “foreign commerce”; nor is such a definition needed 
if “interstate commerce” includes all commerce, both domestic and 
foreign, the regulation of which is vested in the Congress by the 
Constitution. 

There can be little doubt that Congress intended that the special 
definition of interstate commerce contained in Section 201 (b) should 
extend much further than the so-called “traditional meaning” of this 
term; that is, “commerce among the several states.” Thus, “interstate 
commerce” is defined to include commerce within the District of Colum- 
bia, and commerce within other territories not organized with a legis- 
lative body. It includes commerce between territories such as Alaska, 
Hawaii, Puerto Rico, and any place outside thereof. And it specifically 
excluded commerce within the Panama Canal Zone, which is a pos- 
session of the United States not organized with a legislative body, 
and commerce between the Canal Zone and places outside thereof, 
other than states or “territories.”® In other words, Congress gave a 
very special meaning to “interstate commerce” for the purpose of the 
Federal Food, Drug, and Cosmetic Act. If it had been intended that 
“interstate commerce” be restricted to its traditional meaning of com- 
merce between the several states, Congress could either have left the 
term undefined or chosen appropriate language which would have 
reflected this intention. 

Nor is this the only statute in which Congress has given a special 
meaning to interstate commerce. The term has been defined both 
narrowly and broadly to meet the particular purpose of the law 
involved.’ 


* ‘*Territory’’ is defined in Section 201(a) ‘ For instance, in the National Fire Arms 
of the Act as ‘“‘any territory or possession Act of June 26, 1934, ‘‘Interstate Com- 
of the United States, including the Dis- merce’’ is defined narrowly to mean [26 
trict of Columbia and excluding the Canal U. S. C. 2733(g)]: 

Zone."’ (Footnote 7 continued on next page.) 
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The scope that should be given the term as defined in the Federal 
Food, Drug, and Cosmetic Act was considered by both the trial court 
and the court of appeals in the Fish case. The trial courts concluded, 
asa matter of law, 

That the articles of food seized pursuant to the libels of information identified 
above, were shipped in interstate commerce from Winnipeg, Manitoba, Canada 
to Detroit, Michigan, within the meaning of Section 321(b), Title 21, U. S. C. 

That the provisions of Section 381, Title 21, U. S. C., applied to said articles 
oi food while they were in Customs’ custody. 

That upon release from Customs’ custody said articles of food were subject 
to the provisions of Section 334, Title 21, U. S. C. 

The court of appeals concurred in the decision of the trial court. 
It held specifically that under the Federal Food, Drug, and Cosmetic 
Act the term “interstate commerce” includes foreign commerce, that 
Section 801 is applicable while an import is in Customs’ custody, that 
the seizure section is operative after an import is released from Cus- 
toms’ custody. 


Seizure Section Applicable to Imports 

The Food and Drugs Act of 1906 included, as a part of the seizure 
section, the jurisdictional grounds on which seizures could be effected. 
These included adulterated or misbranded foods and drugs if they “be 
imported from any foreign country for sale.”* The 1938 Act accom- 
plished the same end by defining interstate commerce in broad, inclu- 
sive terms (with certain specific, narrow limitations), and providing 
for the seizure of foods, drugs, devices, and cosmetics which were 
adulterated or misbranded “when introduced into or while in inter- 
state commerce.” * 

That Congress did not intend to restrict the scope of the seizure 
provision of the Act of 1938, as compared to the similar provision of 











‘‘Transportation from any state or terri- 
tory or district or any insular possession 
of the United States [including the Philip- 
pine Islands] to any other state or to the 
District of Columbia.”’ 

In the “Securities Act of 1933’? the term 

‘interstate commerce’’ is defined, in perti- 
nent part as follows: 
‘trade or commerce in securities or any 
transportation or communication relating 
thereto among the several states * * * or 
between any foreign country and any state, 
territory, * * *."" [15 U. S. C. T7b(7).] 

The “Securities Exchange Act of 1934’ 
defines the term ‘“‘interstate commerce”’ 
as meaning: 
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trade, commerce, transportation, 
or communication among the several states, 
or between any foreign country and any 
State, or between any state and any place 
or ship outside thereof, * * *."’ [15 U. S. C. 
78¢e(17).] 

The “Commodity Exchange Act’ as 

amended in 1936, defines ‘‘interstate com- 
merce,’’ in pertinent part, as: 
“* * * commerce between any state, ter- 
ritory, or possession, or the District of 
Columbia, and any place outside thereof; 
eer” fy ae ak eee 

71 U.S.C. A. 14. 


* Section 304(a) [21 U. S. C. 334(a)]. 
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the Act of 1906, is reflected in the various committee reports which 
preceded the adoption of the present law.’ One report of the House 
Committee on Interstate and Foreign Commerce, which accompanied 
the bill which was enacted, contains the following statement: 

Section 304 repeats in substance the seizure provision of the present law. 
S. 5, House Report No, 2139, Seventy-fifth Congress, Third Session, p. 4.” 

The bill being reported contained the exact definition of interstate 
commerce which was incorporated into the present Act. 

A Senate report which accompanied an earlier bill discussed the 
seizure of foods, drugs, and cosmetics adulterated or misbranded when 
introduced in interstate commerce as follows: 

Paragraph (a) of Section 16 [of the proposed new Act] will continue in effect 
this form [21 U. S. C. A. 14] of remedial action against adulteration or mis- 
branded food, drugs, or cosmetics. S. 2800, Senate Report No. 493, Seventy-third 
Congress, Second Session. 

It should be borne in mind that the Act of 1906 contains a provi- 
sion identical in all important respects to Section 801 of the 1938 Act. 
It is clear that Congress intended to make no significant change in this 
provision under the new law. House Report No. 2139, Seventy-fifth 
Congress, Third Session, page 13, reported: 

Section 801 relates to imports and contains no substantial change from the 
provision of the present law. 

There can be no question that the congressional intent in enacting 
the present law was to extend and not restrict the protection afforded 
the public.’ Clearly, under the former law imports of food and drugs 
were subject to seizure and condemnation in the same manner as when 
transported from one state to another. They are not less so under the 


Act of 1938. 


Criminal Liability for Introducing or Receiving 
Adulterated or Misbranded Imports 
Assuming the correctness of the opinion in the Fish case, the ques- 
tion naturally arises as to the criminal liability of persons involved in 


1% Senate Report No. 91, Seventy-fifth 4 Section 304, which was under consider- 
Congress, First Session, which accom-_ ation, provided for the seizure of food, 
panied S. 5, contained the following: ‘This drugs, devices or cosmetics which were 
bill has been prepared with three basic adulterated or misbranded ‘‘when intro- 
principals in mind: First, it must not duced into or while in interstate com- 
weaken the existing law; second, it must merce.”’ 
strengthen and extend that law’s protec- 12 See also United States v. Dotterweich, 
tion of the consumer; and, third, it must 320 U. S. 277, 280. 
impose on honest industrial enterprise no 
hardship which is unnecessary or unjusti- 
fied in the public interest.”’ 
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the importation of adulterated or misbranded articles of food, drug, 
cosmetic, or device. 

Section 301(a) prohibits the introduction or delivery for introduc- 
tion into interstate commerce of any food, drug, device, or cosmetic 
which is adulterated or misbranded. It also prohibits the causing of 
such acts. In determining who is chargeable with introducing an 
import into interstate commerce, it becomes necessary to consider at 
what point in its journey an import enters interstate commerce. Giv- 
ing a literal interpretation to the opinion in the Fish case, one might 
say that imports enter “interstate commerce” when they are consigned 
to this country and begin their journey. Under this concept the fish 
were introduced into “interstate commerce” in Winnipeg, Montreal, 
Canada: the Canadian exporter was the person who introduced them 
into interstate commerce. Assuming that the Canadian exporter was 
apprehended and prosecuted in this country, we are confronted with 


some nice questions of venue. 


It can also be argued that the American importer caused the illegal 
import to be introduced into interstate commerce by placing an order 
therefor. The advantage of this proceeding would be that the importer 
is within the jurisdiction of the courts. The disadvantage, and it is an 
overwhelming one, is that such a charge could not be maintained unless 
it could be proven that the American importer knew the unlawful 
nature of the import. 


Interpreting the scope of “interstate commerce” more narrowly, 
and probably more realistically, to include all imports after they have 
cleared Customs’ custody, we are again confronted with the problem of 
who introduced or caused the introduction of the import into 
state commerce.” Technically, the importer of record does those acts 


‘inter- 


which result in an import being released by Customs. However, since 
he is generally the agent of the true owner for the single purpose of 
getting the import through Customs, it seems hardly logical to charge 
him with introducing the merchandise into interstate commerce. 
Basically, the person who ordered the merchandise and on whose 
behalf the importer of record acts is the individual who introduced or 
caused the introduction of the article in interstate commerce. 


It is also interesting to speculate on the possibility of charging the 
owner and recipient of an adulterated or misbranded import with the 
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receipt in interstate commerce and the delivery or proffered delivery of 
such article for pay or otherwise, in violation of Section 301(c) of the 
Act."* Such speculation leads one at once to the immunity provision 
of Section 303(c).'* Thus, if the owner-importer furnished the Admin- 
istrator with the name and address of the foreign exporter and such 
documents as are available pertaining to the importation, it would be 
necessary to inquire whether the delivery or proffered delivery of the 
import was made in good faith; that is, whether the owner knew, or 
had good reason to know, of the illegal nature of the merchandise. 

This probably is the best section under which to proceed. Cer- 
tainly such an action would reach the party primarily responsible for 
the violation of the law. It is unlikely that the Administration under 
any circumstances would recommend criminal proceedings against an 
importer unless bad faith was involved in the importation. 

Although no criminal information has as yet been filed involving 
the specific conditions and charges discussed in the preceding para- 
graphs, there may be developments along this line when an appropriate 





case arises. 


[The End] 





4321 U.S. C. 331(c). 

421 U. S. C. 333(c): ‘‘No person shall 
be subject to the penalties of subsection 
(a) of this section, (1) for having received 
in interstate commerce any article and 
delivered it or proffered delivery of it, if 
such delivery or proffer was made in good 


quest of an officer or employee duly desig- 
nated by the Administrator the name and 
address of the person from whom he pur- 
chased or received such article and copies 
of all documents, if any there be, pertain- 
ing to the delivery of the article to him; 


* eer 


faith, unless he refuses to furnish on re- 





DRUG NU-2206 DETERMINED AN OPIATE 


The President, on the finding of the Secretary of the | 
Treasury, has proclaimed that the drug NU-2206 (3-hydroxy- | 
N-methylmorphinan) has an addiction-forming and addiction- | 
sustaining liability similar to morphine and is therefore determined 
to be an opiate as provided in Section 3228(f) of the Internal 


Revenue Code (15 F. R. 1727). 
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Are Our Standards 
of Advertising 
Too Rigid? 


By HUGO MOCK, COUNSEL FOR THE 
TOILET GOODS ASSOCIATION 








th Annual 
Meeting 


In this issue appear all of the addresses delivered at the afternoon session of 
the Fifth Annual Meeting of the Section on Food, Drug and Cosmetic Lax 
of the New York State Bar Association last January 26. Addresses de 
livered at the morning session were reproduced in the March Journal 


HERE IS, 
tising only: the provisions of the food and drug law and the 
Wheeler-Lea amendment cover drugs as well as cosmetics. 
What I shall say herein will apply equally to pharmaceutical advertis 
ing, but less directly to food advertising. However, | am not making 


of course, no specific statute covering cosmetic adver- 


any distinction between advertising in general: circulars, displays, and 
labels. 

For more than the forty years since the passage of the first food 
and drug law, there have been dozens of cases occupied with the legal 
distinction between labeling and advertising, but I do not think that this 
battle is any credit to either the cosmetic or pharmaceutical industry. 
Lies which are prohibited on labels should not be legal in newspapers 
or on the radio; so, for the purposes of this paper, I shall make no 
distinction between labeling and advertising. 


Advertising Standards Unnecessarily Rigid 
The purport of my brief remarks is to try to show that the Federal 
Trade Commission and the Food and Drug Administration have been 
unnecessarily rigid in their standards of advertising cosmetics and 
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drugs; more rigid than is required for the protection of the public, 
with the possible disadvantage of preventing much of the logical 
development of both industries. 

This is not a plea for less rigorous standards in judging what may 
properly be marketed in cosmetics or drugs; the Food and Drug 
Administration and the Federal Trade Commission are to be com- 
mended for their vigilance in preventing the circulation of harmful 
drugs and cosmetics. However, it may be mentioned in passing, that 
where there has been widespread damage to the health of the public 
by the circulation of harmful drugs and cosmetics in the last decade, 
such damage has in most instances occurred through inadvertence and 
in unexpected places. In many instances the first information as to 
the circulation of these products came from the manufacturers themselves. 


Sanctioned Advertising 

Unfortunately, some of the same rules that apply to political 
publicity are current in the governmental attitude toward cosmetic 
advertising. You may promise a new heaven and a new earth pro- 
vided your language is general and not specific. The courts have lent 
their sanction to the use of the word “ideal”; we not only have ideal 
perfumes and cosmetics, but ideal pens and hundreds of other ideal 
articles. 

“Miracle” is another word which has received the sanction of the 
government inside and outside of the Patent Office; we have miracle 
perfumes and miracle salves which are lawfully sold. However, the 
Federal Trade Commission has said that rejuvenescence is misleading 
in the implication that a visit to the fabled fountain of Ponce de Leon 
is unnecessary. It seems to me that the Federal courts are more liberal. 
Judge Lacombe said, in the case of Holeproof Hosiery Co. v. Wallach 
Bros., 172 Fed. 859, concerning the trade mark HOLEPROOF as 
follows: 


Defendant contends that complainant has no standing in a court of equity 
because the name it has applied to its hosiery “Holeproof” is false and misleading. 
We are not impressed by this argument. No one surely could be misled into the 
belief that holes will not appear in complainant’s socks if they are worn long 
enough, and it is difficult to conceive that any one could be fatuous enough to 
suppose that by the use of such a word he could deceive people by inducing a 
belief that the goods to which it was applied would never wear out. It is a boastful 
and fanciful word, easily to be distinguished from the “Syrup of Figs” and 
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similar cases where the name or description involved misstatements as to the 
manufacture of the advertised products. 


In the case of the word “ideal,” Waterman v, Shipman, 130 N. Y. 
301, the court said: 

We think that the word “Ideal” as applied by Mr. Waterman to fountain pens 
of his own manufacture, comes within the comprehensive definition of a trade-mark 
as given in Selchow v. Baker (supra), and that the plaintiffs, as the owners of 
the name, are entitled to the protection which the law affords to owners of 
trade-marks, notwithstanding the fact that the name is also used to designate 
the invention. Upon the facts found, the plaintiffs were entitled to an injunction 
restraining the defendants from using the word “Ideal” as applied to fountain 
pens. 


It must be remembered that the writers of our statutes, in an 
attempt to make them sufficiently all-inclusive, use language so general 
that it is difficult to comply with the law. A characteristic instance is 
the Sherman Act itself. This statute passed in 1890 says: 

Every contract in restraint of trade or commerce among the several states 
or with foreign nations is hereby declared to be illegal. 

Business Week Says in its issue of December 17, 1949, as follows: 


It became obvious a long time ago, for example, that the Sherman Act was 
so sweeping in its language that any attempt to get a bigger percentage of potential 
business could be illegal. This seemed so preposterous that the government 
prosecutors have never attempted to push the law to the fullest extent, 


Need for Rule of Reason 
Literally, this statute is being violated thousands of times every 
day because there are thousands of instances in the sale of ordinary 


’ 


merchandise where such sales constitute a limited restraint of trade; 
so the courts, in order to render the Sherman Act workable at all, have 
read into it a rule of reason. We should have a similar rule of reason 
in the interpretation of food and drug law and of the Wheeler-Lea Act. 


The Federal Trade Commission is engaged in a long struggle with 
some of the publishers about the use of the word “free.” I am aware 
that the law is not made for the protection of the highly intelligent, 
but for the average or below-average person. All this litigation about 
the use of the word “free” is merely a useless academic struggle about 
the meaning of words because everybody agrees that any use of the 
word “free,” whether you speak of free air or free speech, is condi- 
tioned by other circumstances. Even if you send for a free sample of 
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something, it is not entirely free because you have to pay the postage 
on a letter or postal card to get it. 


Bristol-Myers Case 

As an example of the unsatisfactory working of some of the Fed- 
eral Trade Commission cases, I cite the Bristol-Myers case, FTC Docket 
No. 4861. In the first place, the complaint in this case was issued 
October 28, 1942, and a cease and desist order was issued November 
15, 1949. It would seem that if the public welfare were involved in 
this case and the use of the respondent’s goods was deleterious to the 
public welfare, it should not have taken seven years to come to a con- 
clusion about the advertising involved. The case is being appealed 
and I, therefore, will mention only one paragraph of the cease and 
desist order which precludes the respondent from disseminating any 
advertisement which says 


That modern or current diets or soft well-cooked foods do not give the gums 
the exercise and stimulation they need or that such diets or foods make the gums 
susceptible to trouble. 


In other words, you must not advertise that gums need exercise. 


Unfair or Untrue Stipulations 
It is difficult to fight either the Food and Drug Administration or 
the Federal Trade Commission if it has a set policy. For that reason 
many a small manufacturer who has not the will or resources to fight 
the Federal Trade Commission has entered into stipulations which 
were not only unfair but untrue. I quote from Stipulation No. 3171, 
33 Federal Trade Commission 1664, as follows: 


A perfumeur agreed to cease and desist from labeling or otherwise referring 
to said products as “Flower Oils” or through the use of the name of a flower or 
by means of the said words “Flower Oils,” in connection with a flower name, 
or otherwise, so as to import or imply that said products are or have been made 
or compounded from the absolute or true oil of flowers or of the named flower, 
when in fact such is not the case. If the odor of a perfume product simulates that 
of a particular flower, and the name of such flower is used to describe such 
simulated odor, then in that case, the name of such flower shall be accompanied 
by some other word or words printed in equally conspicuous type so as to indicate 
clearly and unequivocally that said product is not made or compounded from the 
oil of the named flower and that the odor of such fragrance is not derived from 
or the result of the use of the oil of the named flower. (July 1, 1941.) 


In the first place, there are many floral names used for perfumes 
where the particular flowers have no odor at all, such as the daisy, or 
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bluet or asphodel. There is a long list of floral odors where it has been 
impossible to use the natural flower in the manufacture of the odor; I 
refer to such popular odors as Lily-of-the-Valley and Violet. Then 
there are a number of other odors which are blends, which may have a 
number of floral constituents, where the prevailing note is that of a 
single flower. As a matter of fact, the purchaser of perfumes is never 
interested in the chemical or natural constituents of the perfume, but 
only in the odor and its persistence. If the Federal Trade Commission 
were to adhere in carrying out the form of labeling suggested in the 
stipulation just referred to, it would render all perfume labeling imme- 
diately chaotic and confusing to the public. 


I do not wish to imply that the representative of the Commission 
who prepared this stipulation had any ill motive in preparing such a 
stipulation, but he simply had no knowledge whatsoever of perfume 
manufacturing, selling, or labeling; apparently the respondent did not 
feel financially qualified to fight the Commission’s stipulation. 


There is another perfume stipulation, 33 Federal Trade Commis- 
sion 1687, where the particular perfumeur agreed that he will cease and 
desist from representing that his said perfumes represent exotic 
fragrances of tropical flowers from Hawaii. Many flowers grow in 
Hawaii, some odoriferous and some not; as far as I know there is no 
such thing as a standard fragrance which would represent the Hawaiian 
flowers. I think it would be very possible for some of our technicians 
in the essential oil trade to reproduce the exotic fragrance of flowers 
from Hawaii in their laboratories better than it can be done in Honolulu. 
There is a well-known odor in the perfume trade known as CHypre, 
which is supposed to represent the fragrance of flowers from the Island 
of Cyprus, but, of course, this perfume is not made from Cyprian 


flowers. 


‘Active Cosmetics” 


There are many other stipulations scattered through the reports 
of the Federal Trade Commission which seem to me unnecessarily 
‘anti- 


harsh: one a cease and desist order against the use of the term 
acid” or words of like meaning, 41 Federal Trade Commission 400; 
another, 41 Federal Trade Commission 420, that said preparation will 
smooth out lines, will correct signs of age or imperfections, or will give 
one a clear complexion; another, 41 Federal Trade Commission 371, 
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representing directly or by implication that respondent’s product 
penetrates and induces a natural lubrication of the skin. I don’t know 
what a natural lubricant of the skin is, although I do know that people 
have anointed themselves with oils of some kind for thousands of 
years. I do not think that the use of favorite oils such as coconut oil 
or the like has been entirely useless. The Executive Vice-President 
of the Toilet Goods Association some time ago made a plea for research 


and for the development of what he called “Active Cosmetics.” 


One trend which I think will increase and probably give all of us worry and 
trouble is that toward preparations which might be called “active cosmetics.” 
Sales of old line products such as cold cream, face powder, lipstick and many 
others will certainly continue, but I believe we will have more products containing 
an active ingredient which may be expected to have a definite physiological 
effect upon the skin. This trend is already apparent not only in the field of 
hormone creams which has attracted so much attention, but in dentrifrices, hair 
preparations, and I know of developments in other lines which may be equally 
important. Conservatives in the industry sometimes feel that products of this 
sort should be left to the medical profession or at the very least to the pharma- 
ceutical manufacturer. I do not share this feeling. It is my belief that an active 
cosmetic, one which has an actual physiological effect, if backed by sound re- 
search which will prove both its effectiveness and its complete safety in general 
use should be launched and promoted by cosmetic manufacturers rather than 
by others. I think the cosmetic industry will miss a tremendous opportunity 
if it leaves the development and sale of these products to manufacturers in other 
fields, 


100 Per Cent Standard 


One direction in which I think both the Food and Drug Adminis- 
tration and the Federal Trade Commission are wrong in their approach 
to advertising in the field of cosmetics and drugs is that they insist 
upon a 100 per cent standard if articles are advertised for a specific 
purpose, a standard which it is impossible for any article to reach. 

For many decades, quinine has been known as a specific for 
malaria, but it does not cure even 95 per cent of the cases. 

We have been informed recently that there is not one athlete’s 
foot, but five different diseases masquerading under the generic name 
of athlete’s foot just as there are dozens of skin conditions which are 
called eczema. Under the present rules enforced by the governmental 
authorities, it seems that it is unlawful to mention any particular 
disease on a label or in advertising unless the article can cure all cases 
of that disease, which is impossible. 
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Truthful Advertising Mentioning Limitations 
If the advertising is entirely truthful and mentions its limitations, 
I believe that opportunity should be given to acquaint the public with 
the virtues of an article even though it is not reactive in all cases. 


We are beginning to understand from the wonders of psychosomatic 
medicine that in dealing with a cosmetic or a drug, the effect of same 
is very largely dependent upon the condition of the user. The effect 
of a vitamin food, a drug, or a cosmetic cannot be stated quantitatively 
because it will depend largely on the condition and the attitude of the 
particular consumer. I am not asking to let down the bars, or to 
permit unscrupulous exploitation of the public, but I think a modus 
vivendi should be reached with the Federal Trade Commission and the 
Food and Drug Administration by which the manufacturer would not 
be stigmatized as a criminal in making honest and modest claims for 


his product. 


There are no absolutes when it comes to standards of beauty; nor 
are there standards for truth as we have learned to take into account 


the eye and the mind of the beholder. 


A certain amount of free speech must go with free enterprise. The 
advertiser of foods, drugs, or cosmetics should be permitted a reason- 
able approach to the problem similar to what is legal and proper in 


advertising other commodities. 


I think these problems present no insuperable difficulties which a 


little sense of humor anda little common sense will not solve. 


Conclusion 

The curse of bigness to which our Justice Department is so 
sensitive may have affected some of our Washington bureaus. When 
you consider that the Federal Trade Commission has jurisdiction over 
every kind of competition, including public utilities and the thousands 
of corporations which dominate the American scene, it is conceivable 
that in also trying to supervise drug and cosmetic advertising, they 
are covering too much territory. It might be better, according to the 
recommendation of the Hoover Commission, to turn back the supervi- 
sion of advertising in the drug and cosmetic field to the Food and Drug 


Administration. [The End] 
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Identification of Drugs 
by 


Color .... 











th Annual 
Meeting 


FTER YIELDING to the invitation of our persuasive Chair- 
man, Charles Wesley Dunn, I sought a subject which I hoped 
would be somewhat novel, at least to the majority of you. The 

Chairman gave me the clue when asking me whether I did not hail 
originally from Colorado, or as I once heard it more realistically pro- 
nounced by an old prospector, “Color-Ah,-Dough!” Hence, my subject 
“Identification of Drugs by Color.” Some of my associates have 
challenged, justifiedly, my ability to present anything erudite on 
that subject. Consequently let us call my comments: “A Diversion 
Piece of our Annual Meeting.” 

It is my hope that my remarks will prove helpful to those of you 
who are engaged as lawyers in sympathetic efforts to advise enthusiasts 
with respect to promotional efforts intended to produce greater sales, 
always consistent, of course, with such mottoes as “The Priceless 
Ingredient of Every Product Is the Honor and Integrity of the Maker,” 
as well as to those of you who are concerned as governmental officials 
with preventing the use of any device which is dangerous to life 


and health. 
Color 


Webster’s /nternational Dictionary defines color as 


A property or quality of visible phenomena, distinct from form and from 
light and shade, depending upon the effect of light of different wave lengths on 
the retina. 
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| AN INHERENT DANGER LIES IN THE 
UNRELIABILITY OF THE HUMAN EYE 
TO DISTINGUISH COLORS 











BY GEORGE H. SIBLEY « E. R. SQUIBB & SONS 














By combination of the fundamental colors, many other hues can be 
produced, so that the total number distinguishable by the eye, includ- 
ing tints and shades, is many thousand. As Van Dyke has said, “The 
dark ultramarine of the west turns a shade paler.” Newton listed 
seven primary or principal colors of the spectrum: red, orange, yellow, 
green, blue, indigo, and violet. The Young-Helmholtz theory assumes 
that three sets of nerves corresponding to red, green, and blue are 
stimulated in different degrees by the train of waves reaching the 
retina. Color-blind persons, estimated to constitute eight of every 
hundred, are those in which one or more of these sets of nerves fail 


to resp ynd. 


Identification by Coloring Products 


The use of colors to identify medicinal products has been urged 
by some pharmacists to assist them as a shortcut aid to identify pre- 
scription products or various potencies thereof. Some sales representa- 
tives have echoed their views. Others, including patients or consumers, 
have suggested such identification to assist them in distinguishing 
various products both with respect to the manufacturer’s original con- 
tainer and the pharmacist’s prescription package. It has been sug- 
gested that such identification be accomplished by coloring the products 
so that all vitamin capsules would, say, be blue, narcotics red, sulpha 
compounds green, and antibiotics violet; or that different colors be 
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employed to distinguish potencies, such as orange for five milligrams 
and indigo for ten milligrams. 


Color Identifications on Labels 

The suggestions have included also color identifications on the 
labels; such as by colored stripes or designs or various colors of label 
backgrounds. 

Our question is concerned also with the law of trademarks. Statu- 
tory trademarks will not be issued for a color alone. The mark must 
have other distinctive characteristics, such as the red cross utilized 
by Johnson & Johnson. In Elastic Stop Nut Corporation v. Greer, 62 
Fed. Sup. 363, the district court (N. D. Ill.), applying the law of 
Illinois, enjoined the use of a red locking insert in a self-locking nut 
at the instance of the originator of the device, the red color having 
become identified with the original article and with its maker. Similarly 
with respect to the red links utilized to distinguish Weed tire chains. 
American Chain Company v. Carr, 141 Misc. 301, 252 N. Y. Supp. 
860 (1921 ‘ 

It is probably accurate to say that the deceptive use of color will 
be enjoined when the color is non-functional, and that an injunction will 
not issue when the color is functional. Thus, in Pineoleum Company v. 
Baron, 121 Misc. 384, the use of the non-functional color green in defend- 
ant’s preparation was enjoined, although there was no similarity between 
the trade names used. To the same effect, see Coca-Cola Company v. Gay- 
Ola Co., 200 Fed. 720. On the other hand, in Warner v. Lilly, 265 U.S. 
526, an injunction as to color was denied when the color producing 
ingredient was functional, in which case chocolate was utilized in a 
liquid preparation of quinine. I do not have the citation but I recall 
that some years ago a Federal court held that the manufacturer had 
acquired a property right in the nature of a trademark through utiliz- 
ing a red circle or dot on a medicinal tablet. 

Some pharmaceutical manufacturers have employed color distinc- 
tions on labels for purposes of indicating a revised form of a product, 
without change of name, or of assisting packers of export items. Gov- 
ernmental authorities have required printing of a skull and cross-bones 
in red or blue on a label to flag a poison. With the intention of 
minimizing certain abuses, a foreign government has required labels 
of free samples to be printed in red or to bear a printed red band. 
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Clearly, many of these uses are valuable, helpful, and involve no 
apparent hazards to life or health. 


Danger in Identification by Color 


Let us now consider the more serious aspects of our question. 
They are concerned with the use of colored products or coloring on 
labels, either in the print or by striped bands or insignia or backgrounds 
to distinguish products and their potencies or strength. Here is where 
the danger to life and health lies. For several years the Insulin Com- 
mittee of the University of Toronto has required its licensees to 
follow a practice which has been adopted by the Federal Drug Adminis- 
tration, under its Regulation 114.7, with respect to the certification of 
insulin. Summarized, the regulation requires various colored stripes 
to appear on the outside containers and on the labels of the immediate 
containers, varying the colors to distinguish both the form of insulin 
and its strength. Stripes of red or green or orange are utilized to 
denote different strengths; if the insulin is in crystalline form, then 
two stripes of still different colors may be employed in the alternative, 
red and gray for one strength, and green and gray for another; if 
protamine zinc insulin is involved, then the stripes are red and white 
or green and write; if globin insulin with zinc is involved, then the 
stripes are red and brown or green and brown. The form of insulin 
and its strength are, and of course must be, printed on the label, but 
since the color is usually over-printed, there is always the risk that the 
printer will pull the wrong slug; and indeed that has happened, happily 
detected by the manufacturer’s control technicians before release of any 
appreciable quantity of the insulin. Fortunately, a lower potency was 
actually dispensed and the difference was not such as to threaten the 


patient’s life. 
Application of Act 


Let us next consider application of the Federal Food, Drug, and 
Cosmetic Act and regulations thereunder to the use of colors to identify 
medicinal products. As you know, Section 502(a) of the Act provides 
that a drug shall be deemed to be misbranded if the labeling is false 
or misleading in any particular. In this connection, a Report of the 
House Committee on Interstate and Foreign Commerce (House Report 
No. 1542, Seventy-seventh Congress, December 17, 1941) states that 
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any insulin drug, which, after certification, fails to meet the conditions 
of certification, will be deemed to be misbranded under the Act. It 
would appear, therefore, that the use of a wrong indicative color on 
the label of an insulin product would result in misbranding, and would 
result similarly with respect to other medicinal products. 


Section 501 (c) 


As you also know, Section 501(c) of the Act provides that a drug 
(other than one purporting to be or represented as a drug in an official 
compendium, which is governed by Section 501(b) of the Act) shall 
be deemed to be adulterated if its strength differs from or its purity or 
quality falls below, that which it purports or is represented to possess. 
Therefore, if through a printing error, the color used indicates either 
a higher or lower potency than the product possesses, the product may 
well be considered adulterated. 

If a “Color-Plan” was utilized by the manufacturer or if it should 
be required by governmental directive and through error a wrong 
color employed, it could be, but I doubt, that the Drug Administration 
would establish a principle of construction similar to that prevailing 
under the Negotiable Instruments Law, which, as you know, provides 
that in the event of discrepancy between words and figures, the sum 
denoted by words is the sum payable; whereas, if the words are 
ambiguous or uncertain, reference may be had to the figures to fix the 
amount. Would the Administration decide that words and figures 
control over the color or vice versa or that an error in either is fatal? 
I subscribe to the last as the probability. 


Section 502(c) 

Still another question is presented by Section 502(c) of the Act 
which provides that a drug or device shall be deemed to be misbranded 
if any word, statement, or other information required by or under authority of 
this Act to appear on the label or labeling is not prominently placed thereon 
with such conspicuousness (as compared with other words, statements, designs, or 
devices, in the labeling) and in such terms as to render it likely to be read and 
understood by the ordinary individual under customary conditions of purchase 
and use. 

Presumably, if the “Color-Plan” was adopted, the Federal Drug Adminis- 
tration would include the proposed colors on the label as “information 
required by or under authority of this Act.” Which then is to be 
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given first place: the numerical figures expressing potency or the colors 
utilized for that purpose? Then there is the possibility that a bright, 
conspicuous color on the label will detract from the prominence of the 
other information and discourage reading of the label. “Crowding” with 
other written, printed, or other graphic matter has been considered 
by the Federal Drug Administration as a factor contributing to lack of 
prominence. The addition of the colored material might result in 
crowding. 

The only reference to colors on a label (other than for insulin) 
which I have been able to find is that Notice, dated October 17, 1938, 
of Chief, Food and Drug Administration, to manufacturers of hair dye 
preparations, which states 

The requirement that the caution statement appear on the label in a 
prominent and conspicuous place would be met if the caution statement appears 
conspicuously in a color that contrasts with the background and the remainder of 
the printed matter. The caution statement should appear on the main panel of 
the label with the name of the product. (Italics mine.) 

If the “Color-Plan” was put into effect, presumably the caution state- 
ment would have to contrast with the color of the background of the 
label, thus further complicating the situation. 


Responsibility for Mistakes in Utilizing Colors 


We must also consider the question of fixing the responsibility for 
mistakes in utilizing colors. Is it the sole responsibility of the manu- 
facturer or is the pharmacist or the administering physician or nurse 
contributorily negligent for not reading the label ? 

The Administration, in TC-356, Trade Correspondence, February 
12, 1941, in response to inquiries from drug manufacturers, retail and 
wholesale drug associations, and others for a list of drug products 
which it considered dangerous when sold otherwise than on prescrip- 
tion, pointed out that the 

Act places upon the manufacturer and distributor the responsibility for 

properly safeguarding the marketing of drugs which may be dangerous to the 
purchaser if distributed without restriction. 
It would seem from that statement that the pharmacist shares the 
responsibility, quite apart from the code of ethics of his profession, to 
see that all means are taken to distribute to the public products so 
labeled that risks of mistake are reduced to the minimum. 
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Coloring of Medicinal Products 


So much for labels at this point. I need not labor the question to 
point out similar problems with respect to the coloring of medicinal 
products. I should remind you, I suppose, that Section 504 of the Act 
permits the Secretary to promulgate regulations listing coal-tar colors 
which are harmless and suitable for use in drugs for “coloring only” 
and for the certification of batches of such colors with or without harm- 
less diluents. Under Section 501, a drug is deemed to be adulterated if 
it contains a coal-tar color other than from a certified batch. The 
regulations list the colors which may be used in “foods, drugs, and 
cosmetics.” Although there may be a trifle less possibility of error 
creeping into the coloring of drugs than in the case of labels, assign- 
ment of colors to indicate the type of drug involved would doubtless 
result in confusion, rather than identification and clarification, especially 
if combinations of colors were required to identify all important drugs. 
It is difficult to imagine human memory spanning such a complicated 
and man-made spectrum. No one, short of a Thurston or Dunninger, 


could be expected to do so. 


Reliability of Eye to Distinguish Colors 

This seems an appropriate point to inquire into the reliability of 
the human eye to distinguish colors. Mr. Gerry Powell of the firm of 
Workman-Powell, specialists in package design, and himself an authority 
on the use of colors, has kindly offered to demonstrate four technical 
points concerning color. 

The first point is: The limited range of recognizably distinct 
colors. The second point is: The influence of background of color. 
The third point is: The influence of area of color. The fourth point is: 
The effect of different lighting on a given color. 

May I present Mr. Powell. 

(Here Mr. Powell gave an effective demonstration with shadow 
boxes, colored designs, and lighting, accompanying his demonstration 
with the following remarks :) 

It is not my intention to go into any lengthy technical discussion 
of color, but rather to demonstrate a few of its visual phenomena. The 
first point I want to make is that even though we do have a thousand 
hues at our disposal, the distinction between them is so fine that the 
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number which can be embodied in a single color plan is really very few. 
By way of illusration let me point to this color wheel. On it you will 
see 192 so-called colors. Actually it consists of 24 hues, which range 
through the entire spectrum. In addition there are four tints and 
three shades of each hue; the tints being produced by adding white to 
the original hue, the shades on adding gray. 


Mr. Sibley has already pointed out that color is nothing more than 
“the effect of light of different wave lengths upon the retina.” ‘The 
greater the difference in wave lengths, the greater the contrast between 
colors and the easier it is for us to differentiate between them. Bear- 
ing this in mind, you will notice that the usable range of any one hue 
is already limited. The greatest contrast is found in the basic hue or 
a tint of that hue with very little white in it. Running through the 
hues we find that these yellows and this green afford little contrast 
against white, so the number of hues available for a color plan is 
reduced further. You will notice too that the perceivable difference 
between the yellows and oranges is very slight. A great many people 
will be unable to see any difference at all, and the same is true of the 
other hues. To work up a color plan of readily distinguishable colors, 
therefore, we can safely choose but one orange, one red, a violet or 
purple, one blue, and one green: five colors. By starting with a yellow 
orange and ending with a yellow green, we might be able to squeeze 


in a sixth. 


Influence of Background of Color 


However, there are other considerations than the basic distinction 
in hues, because color is never quite what it is supposed to be. Take, 
for instance, the matter of background: the second point I want to 
demonstrate. Since color, as we said, is merely reflected light rays, the 
intermingling of those rays on the way to the eye produces further 
phenomena. Here we have blue, green, and red shown against back 
grounds which approximate package colors found in the pharmaceutical 
field. The basic hue is identical in each instance, yet it appears to 
change against each different background. The red, for example, takes 
on a bluish tint against blue, yet appears quite orange against yellow. 
Green virtually disappears on the blue background, but seems deeper 
against yellow. Our blues, on the other hand, seem to be two different 
colors when shown against the light blue and the bright yellow. 
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Influence of Area of Color 


This phenomenon is not limited just to different backgrounds. 
The relation of the size of the color area to its background can also 
affect the impression it makes upon the eye: the third point I’d like to 
emphasize. To demonstrate, let us look at these green and yellow 
squares. The colors are the same in both squares and the green areas 
are identical in size. The only difference between the two squares is 
the size of the yellow background. I am sure, however, that you all will 
agree that both colors seem lighter in the larger square ; an impression 
which develops because the mass of yellow reflects much more light 
than the weaker green. 


Effect of Different Lighting on a Color 


This brings me to my fourth point: that the light in which a color 
is seen can also affect the impression it makes upon the human eye. 
In this shadow box you will see four basic hues, lighted on one side 
with an incandescent yellow light and on the other with a daylight 
blue. The changes, I think, are obvious. Under brighter lights they 
would be even more pronounced. Of course, there is much more which 
could be said about color in packaging, but I hope I have shown the 
principal points which guide its use. Having presented the evidence 
I’ll turn to Mr. Sibley to plead the cause. 

(Here Mr. Sibley resumed :) 

We have just observed with Mr. Powell’s help that color does have 
a strong recognition value but that, at best, it provides a superficial 
identificaton. I have previously called to your attention, with respect 
to insulin labels, that when color is employed for identification it may 
pre-empt the identification present only in the label text. Now, if we 
are to utilize both color and design jointly for identification, I submit 
that we simply compound the possibility of error. Let me demonstrate 
with these examples of packages of tobacco cigarettes and packaged 
candy simulating cigarettes. Would you be likely to notice which is 
which on the tobacco counter of a store which also has a candy counter? 
What about the busy clerk? Would he? So you see, if you don’t read 
the label, you may find yourself unwittingly encourgaging your small 
daughter’s smoking, or you may wake up in the morning and reach for 
a Cigarette only to draw a candy stick. 
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This pressure to employ color, shape, or design as a means of 
identification proceeds partly from the obvious aid which such means 
lends to distinction between various items. I submit that identification 
by such means is effective only in direct ratio to the number of items 
to be distinguished. For example: disregarding those who are color- 
blind and the vagaries of reflected light which Mr. Powell has dem- 
onstrated, red for “Stop” and green for “Go” are generally effective. 
Yet the major railroads operating at increasingly high speeds have 
abandoned or are in course of replacing the use of color signal lights 
along their tracks. Instead, they employ lighted numerical symbols, 
not only to deal with the color-blind engineer or brakeman, but also 
because experience has demonstrated that the human mind reacts 
more quickly and reliably to such methods of signaling the brain. 
Imagine the chaos in traffic if colors were employed to indicate on 
motor highways: “No Left Turn,” “Sharp Curve Right,” “Sharp Curve 
Left,” “Steep Hill,” et cetera. 

If we disregard the unreliability of color and accept its continued 
use as a means of identification, we would soon face conflicts arising 
from an uncontrolled selection by each manufacturer of color for each 
of its important products. This would inevitably require directives 
from some central authority. Yet, if color should be directed by a 
central authority, I submit that inevitable conflicts would arise in 
association with brand identifications. For example, and as Mr. Powell 
has demonstrated, were green to be specified as the official label color 
for sulfadiazine, it would prove quite outstanding on the label of the 
manufacturer the background of whose packages are white; less dis- 
tinguishable on the manufacturer whose packages are blue; and least 
outstanding on the manufacturer whose packages are green. 


Responsibility of Pharmacists 


I have heretofore indicated that employment of any shortcut aid 
to facilitate identification of medicinal products leads to a responsi- 
bility for a degree of distinction suitable to preclude error. I doubt 
that the faithful pharmacist who thinks this problem through would 
continue to urge the suggestions, and I believe that the overwhelming 
majority of our pharmacists are thoughtful men. Indeed, their code 
follows in theory closely that of the medical profession. It provides 
that pharmacy has for its primary object the service which it can render 
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to the public in safeguarding the handling, sale, compounding, and 
dispensing of medicinal substances. It also provides that the pharma- 
cist should hold the health and safety of his patrons to be of first 
consideration, and should be willing to join any constructive effort to 
promote the public welfare.’ 

Remington, on Pharmacy, quotes the following excerpt from a 
judicial opinion in a case involving negligence of a pharmacist, as a 
summary of the legal liability of a pharmacist: 

A pharmacist is required by law, in the first place to possess a reasonable and 
ordinary degree of knowledge and skill with respect to the pharmaceutical 
duties which he professes to be competent to perform. 

In the second place, the law imposes upon the pharmacist the obligation to 
exercise all reasonable and ordinary care and prudence in applying his knowledge 
and skill in compounding medicine, filling prescriptions, and performing all the 
other duties of an apothecary. “Ordinary care” with reference to the business of a 
pharmacist must therefore be held to signify the highest practicable degree of 
prudence, thoughtfulness, and vigilance, and the most exact and reliable safe- 
guards consistent with the reasonable conduct of the business.’ 

Pharmacists with whom I have talked, including professors in 
schools of pharmacy, have informed me that undergraduate students 
in pharmacy are enjoined over and over and again and again to “Read 
the Label.” When the head of one of my company’s most important 
sales divisions was queried on this question, he informed me as follows: 

It all resolves itself to the old, old story—One must read the label and the 
language on the label is the only thing that can be relied upon to prevent confusion. 
Many stimulant drugs as well as depressant drugs come in similar ampules and 
the only safe way one can differentiate them is by the language on the label. 
We have discussed many times the problem of trying to differentiate various drugs 
by colors, distinctive printing, type of label, and so forth, but it always comes 
back to the’same answer—the printed name and description on the label have to 
be the determining factors. 


Conclusion 


I submit that however plausible the use of colors may be to 
identify medicinal products, such use may induce an unlearned or 
even highly erudite person to imagine it sufficient, but that, in the 
final analysis, it is but a pretense of an official right which should not 
be exercised in the interests of the preservation of life and health. 


[The End] 





1Remington's Practice of Pharmacy, 2? Citation is not given. 
Ninth Edition, p. 22. 
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MITATION FOODS, that is, any food which “is an imitation of 
another food,” * have been subject to specific regulatory provisions 
of food laws for at least half a century. The Food and Drugs Act 

of 1906* contained provisions regulating such foods and there are a 
number of earlier state food laws which contained similar provisions 
from the beginning. Notwithstanding the presence of these or similar 
provisions in food laws for at least half a century, not a single judicial 
determination is to be found in the reports today which can be pointed 
to as a case in which the kind of food contemplated by such provisions 
is judicially defined. Nor does there appear to be agreement among 
those of the legal profession who are more particularly concerned with 
these provisions, as to the identity or the kind of food contemplated by 
such provisions. This lack of resolution of an old and bothersome 
question may be attributable in part to the fact that the production 
and marketing of “imitations” of general foods has not presented an 
economic problem of a sufficiently serious character to warrant exten- 
sive and precise regulatory enforcement. However, it is suspected 
that such lack is attributable in the main to the fact that the relevant 
provisions of the Food and Drugs Act of 1906 were so involved with 
other branding provisions of that law that it was not only difficult to 
frame precise issues which would have required the courts to define 





152 Stat. 1040; 21 U. S. C. A. 321 et seq. * Act of June 20, 1906, Chapter 3915, 34 
2 Section 403(c), 21 U. S. C. A. 243(c). Stat. 768, Section 8; 21 U. S. C. A. 8. 
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the kinds of foods contemplated by the provisions relating to imita- 
tions, but such involvement also gave the courts an opportunity to 
sidestep this thorny question by basing decision on allied provisions 
of the Act. Many cases, both criminal and seizure, in which the foods 
involved were loosely regarded as imitations, came before the courts, 
as will appear later, but not a single decision turned on a judicial 
definition and identity as an imitation of the food involved. 


Identity of Foods 


The question of the identity of the foods contemplated by the 
provisions relating to imitations had not been directly raised under 
the Federal Food, Drug, and Cosmetic Act of 1938 until recently.‘ 
An examination of the findings of fact, conclusions of law, and the 
opinion of the court in this recent case (now on appeal) indicate that 
we are well on the way to perpetuate, under the new law, the con- 
fusion established under the old one, and again by reason of embroil- 
ment of what now is an unambiguous, simple statutory provision, with 
other branding provisions of the Act. These sources of information 
as to the identity of the food under seizure reveal that the several 
products were various kinds of fruit jams labeled “imitation,” as, for 
example, “imitation grape jam.” ‘The court finds in this respect: 

16. That the articles of food seized purport to be and are represented as 
imitation fruit preserves and purport to be nothing else and are represented as 
nothing else. 

He repeats substantially the same in his conclusions of law by 
stating: 


2. The articles seized are imitations of pure food preserves and as such are 


<- 


sanctioned in interstate commerce under Section 343(c) of Title 21, U. S. C. A. 


The court further concludes from the evidence adduced that the 
claimant is manufacturing and selling an article of food which is an 
“imitation” of a real article, namely, “fruit preserves and jellies * * *.” 
In his opinion, the court reiterates this view by merely stating, in 
passing, that “the article of food in question is an imitation jam.” 
This is the extent to which the reader is enlightened by the findings 
of fact, conclusions of law, and opinion, as to the character of the 
product before the court. 





* United States v, 62 Cases, More or Less, 735 (1949) [CCH Food Drug Cosmetic Law 
Containing Six Jars of Jam, 87 F. Supp. Reports { 7134]. 
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Question of Law 


It is respectfully submitted that, in so far as the judicial determina- 
tions of this case are concerned, they beg the basic questions raised 
by the pleadings, namely: (1) “What is an imitation food?”’; and 
(2) “Is the product under seizure that kind of food?” The court’s 
opinion deals altogether with what he states to be primarily a question 
of law, pointing out the government’s assertion that, inasmuch as 
standards have been established for fruit jams, imitations of these jams 
may no longer be lawfully shipped in interstate commerce by reason 
of the provisions of Section 403 (g)° of the Act, to the effect that 

A food shall be deemed to be misbranded—(g) if it purports to be or is 
represented as a food for which a definition and standard of identity has been 
prescribed * * *, unless (1) it conforms to such definition and standard * * *. 
The court resolves this question of law against the government by 
holding that this interpretation by the government of the quoted sec- 
tion completely ignores the provisions of Section 403 (c) ° of the Act 
to the effect that 


A food shall be deemed to be misbranded—(c) If it is an imitation of another 
food, unless its label bears, * * * the word, “imitation” and immediately thereafter, 
the name of the food imitated. 


While the question thus decided by the court was a proper ques- 
tion before it for decision in view of the government’s contention, this 
was nevertheless subsidiary to the basic questions above stated. 


We can only speculate as to the composition of the foods before 
the court in this case. Such speculation suggests that these products 
were fruit preserves which failed to meet the standard for fruit pre- 
serves in that they contained less fruit than the specified minimum and 
more water than the allowed maximum. If this be true, and we under- 
stand it is, then the court’s decision holds, in effect, that a standard for 
a food may be avoided by labeling such substandard food “imitation.” 
Presumably, then, the economic adulteration provisions of Section 
402 (b) * could be avoided in a like manner, at least in many instances. 
There seem to be many who agree with such a conclusion. The gov- 
ernment disagrees, as has been noted, by contending that once a defini- 
tion and standard of identity has been promulgated for a food, an 
imitation thereof may no longer be shipped in interstate commerce 





$21 U. S. C. A. 343(g). 721 U. S.C. A. 342(b). 
*21 U. S. C. A. S43(c). 
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even though this food may have enjoyed an established market “for 
at least a period of fifteen years” prior to the promulgation of such 
standard. 

Basic Propositions 


These opposing contentions appear to resolve themselves into 
these basic propositions: (1) The court’s holding is, in effect, that the 
provisions of Section 403 (g) may be avoided with respect to a product 
ordinarily misbranded by virtue thereof, provided it is branded as 
required by Section 403 (c) (2); the government’s contention is, in 
effect, that once the provisions of Section 403 (g) become applicable 
to a food by reason of standardization of that food, the provisions of 
Section 403 (c) have no further application to imitations of such foods, 
since none may be lawfully shipped in interstate commerce. 


It is respectfully submitted that both propositions are erroneous 
and not consistent with the carefully conceived and drafted statutory 
pattern enacted into law as a means of insuring the integrity of foods.* 
None of the provisions of these sections are at any time antagonistic, 
provided each section is applied to the kind of food contemplated by it. 
The fallacy of the reasoning underlying both propositions stems from 
the fact that each fails to take into consideration that Section 403 (c) 
deals with a food of an entirely different identity which has been made 
to imitate a food of another identity, and that Section 403 (g), as well as 
Section 402 (b), the economic adulteration section, contemplate foods 
of the same identity but, as such foods, are lacking in the integrity thereof 
which consumers are normally entitled to expect or which has been 
prescribed by standard. When the application of the provisions of 
Section 403(c) is restricted to the kinds of foods contemplated by that 
section, all other sections of this statutory pattern fit into a perfect 
mosaic without any antagonistic provisions among them under any 
factual circumstances. 


Determination of Identity 


The basic question underlying these propositions, which have 
assumed increased importance in view of the government’s contention, 
is, therefore, the determination of the identity, the kind, of food con- 





® Sections 401, 21 U. S. C. A. 341; 402(b), 
21 U.S. C. A. 342(b); 403(c), 21 U. S. C. A. 
343(c); and 403(g), 21 U. S. C. A. 343(g). 
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templated by the provisions of Section 403(c) requiring that “a food,” 
that is, one kind of food, which is an imitation of “another food,” be 
labeled as specified. 

We repeat for emphasis, this section deals with “a” food made so 
as to be an imitation of “another” food. This fact, it seems to us, is 
being completely ignored by both of the propositions asserted, as 
stated above. 


What kind of food, then, is contemplated by Section 403(c) ? 


Definition of ‘‘Imitation”’ 


The general, or dictionary definition of the term “imitation” is of 
little help in arriving at a definition of sufficient specificity so as to be 
suitable in the enforcement of a criminal law, which is, in the final 
analysis, our problem. All it tells us is that the food under considera- 
tion must possess some of the characteristics of the food imitated, but 
not all of them, for, if it possesses al/ of the characteristics of a given 
food, it is not an imitation but the real article, and if it is lacking in 
too many of these characteristics, it ceases to be an imitation. Neither 


‘ 


the word “imitation” nor the phrase “an imitation of another food” is 
defined in the statute. Since these are general terms having no definite 
legal meaning, they are terms of such an uncertainty as to render the 
Statutory provisions under consideration unconstitutional for lack of 
the certainty required of criminal laws, unless their specific meaning 
is determinable from the statutory objectives of the statute in which 
they are used by the application of accepted rules of statutory con- 
struction (Ex parte Hunnicutt, 123 Pac. 179 (Okla. Crim. Ct. of App., 
1912)). 


Hunnicutt Case 


It is deemed desirable, for the purposes of this article, to analyze 
this case and quote rather extensively from it, because it is the only 
case found in which a question similar to ours (but involving a differ- 
ent statute) has been extensively considered by a court. Here the 
court considered a petition for a writ of habeas corpus in a prosecution 
based on an information issued by authority of a statute which pro- 
vided in part 


It shall be unlawful for any person * * * to * * * sell, * * * any spirituous, 
vinous, fermented or malt liquors, or any tmitation thereof or substitute therefor; 
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or to manufacture, sell, * * * any liquors * * * which contain as much as one-half 
of one per centum of alcohol, measured by volume, and which is capable of being 
used as a beverage, * * *, 


The information charged in part: 


The said defendant did * * * unlawfully * * * sell * * * hop ale, the said hop 
ale being an imitation and substitute for malt liquor, * * *. 


The court stated the petitioner’s contention in support of his position 
to be that a statutory provision making it unlawful to sell an “imita- 
tion” of or “substitute” for the specified liquors : 


is so indefinite and uncertain as to be indeterminable, invalid, and void, 
because it fails to declare what shall be an imitation of or substitute for the 
liquors named, and that, in the absence of some legal definition of the general 
terms “imitation” and “substitute,” there is no legal standard or guide by which 
a citizen may regulate his actions in this respect, * * * and that there is no 
definite standard for the court in its instructions to the jury; that there is no 
certain guide for the jury in their deliberations; and therefore there is nothing 
by which either certainty or uniformity in the enforcement of this provision can 
be secured. 


In discussing the legal question thus raised, the court said in part: 


If the statute had stopped with the declaration that it was unlawful for any 
person, * * * to * * * sell, * * * any imitation of or substitute for the liquors 
therein mentioned, we think that the objections now urged by counsel for peti- 
tioners would be fatal to this provision. The terms “imitation” and “substitute” 
have no definite legal meaning, and are so general and indefinite in their import 
that it would be impossible for either a court or jury, except as their own individual 
opinions might apply, to say what properties an imitation of or substitute for 
the liquors therein mentioned should contain. The court and jury would be 
altogether without a fixed standard to determine what it would take to constitute 
an imitation of or substitute for the prohibited liquors. The fact that an alleged 
imitation or substitute might look like alcohol, gin, or champagne could not 
determine this matter, because, if this were true, then the sale or giving away of 
water might constitute an offense, because one might mistake it in a bottle or 
glass for alcohol, gin, or champagne. Coffee has the color of and looks like porter. 
Ice tea and vinegar have the color of and look like whiskey, beer, or ale. Grape 
juice has the color of and looks like wine, and has every attribute of wine, except 
fermentation. The decisions with reference to counterfeiting, which consist in 
making something which looks like that of which it is a counterfeit, cannot be 
invoked. To make valid an act forbidding the selling or giving away of imitations 
of or substitutes for prohibited liquors, the Legislature must go further and so 
define and limit the terms “imitation” and “substitute” as to restrict them in their 
meaning to those beverages which contain the harmful properties of the prohibited 
liquors, or of which a deceptive use ts made, or is intended to be made. As is well 
said by Judge Richardson, in his brief for petitioner Hunnicutt: 

Let us examine the crucial words in this provision, “imitation” and “sub- 
stitute,” and see what they mean. They are each words of no fixed or determinate 
signification. They are not legal terms. They had no fixed meaning at common 
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law. They are not defined by this or any other provisions of our statutes. They 
are only general words of general and indeterminable meaning. 
* * * 


An “imitation” is a thing that bears a likeness or resemblance to another 
thing. That is to say, an imitation must have some, but not all, of the attributes 
of the genuine thing. If it had all the attributes, it would be the genuine thing 
itself. What attributes must a thing have to be an imitation of malt liquor, and 
how many and what particular attributes must they be? The attributes of beer 
are its color, its taste, its intoxicating properties, its odor, the method of its 
manufacture, the fact that it is malted, the grain from which it is made, etc. In 
order that a liquid be an imitation of beer, how many and which particular at- 
tributes must it have in common with beer? Who is going to determine this 
question, and how is he going to determine it? What is his guide, what must be 
his standard? Is it sufficient that it so looks like beer that its appearance might 
deceive one? If so, then must not that resemblance be intentional and not ac- 
cidental? And are root beer and iced tea an imitation of beer? Is grape juice 
an imitation of wine? Is lemonade an imitation of gin or alcohol? To be an 
imitation, must it contain any alcohol? Must it taste like the genuine? Must it 
smell like the genuine? Must it have any certain one, any certain two, any certain 
three, of the attributes of the genuine? And if so, which one, two, or three 
of those attributes must it have? Who is going to determine that question? The 
jury? The law ought to be definite and certain enough for the individual to tell 
before he makes or sells the article. And how can the jury tell? What is their 
guide? Where will be the uniformity in the administration and enforcement of 
the law? (Italics supplied.) 


After considering the constitutional requirement that statutory 
provisions be definite and certain and the applicable rules of statutory 
construction, the court construes the section under consideration as 
follows: 


Applying these rules to the statute under consideration, as the words 
‘imitation” and “substitute” have not in themselves a common-law meaning, or 
any fixed and definite legal meaning, and are general, and might include many 
things which are innocent and harmless in themselves, we must examine the 
entire statute and see if it does not contain other provisions which limit and give 
a definite legal meaning to the words “imitation” and “substitute,” as used in 
this statute, and thereby establish what constitutes unlawful imitations and sub- 
stitutes of prohibited liquors. Immediately following the words “imitation” and 
“substitute,” the statute further says: “Or to manufacture, sell, barter, give away, 
or otherwise furnish any liquors or compounds of any kind or deseription what- 
soever, whether medicated or not, which contain as much as one-half of one 
per centum of alcohol, measured by volume, and which is capable of being used 
as a beverage.” We think it clear that it was the intention of the legislature that 
section 4180 of the Compiled Laws of Oklahoma, 1909, hereinabove quoted, should 
be construed as a whole, and all of its parts together. * * *. 

From reading the entitre statute, it clearly appears to be the purpose of the 
legislature to prohibit the manufacture, sale, barter, giving away, or otherwise 
furnishing of any intoxicating liquors, or any substitute or imitation thereof which 
contain the elements of intoxication to sch an extent as would make the use of such 
substitutes or imitations harmful er dangerous, * * *. (Italics ours.) 


‘ 
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In other words, “hop ale” which contains more than the specified 
quantity of alcohol is held to be an imitation of “malt liquor.” How- 
ever, the court does not clearly answer the question which it set out 
to answer, namely, the meaning of the phrase “imitation malt liquor.” 
It merely decides that hop ale is an unlawful imitation within the 
meaning of the statute under consideration. The same court in Wort- 
man v. State, Oklahoma (1913) 132 Pac. 358, reversed a conviction for 
possession of a beverage concerning which witnesses disagreed as to 
whether “the stuff looked like beer,” because of the absence of evi- 
dence that its alcoholic content was in excess of the specified amount. 
The charge was possession of an “imitation and substitute of a malt 
liquor * * * capable of being used as a beverage.” From this it 
appears that any beverage not possessing an identity as a spirituous 
liquor but containing more than the specified quantity of alcohol was 
regarded as an imitation liquor within the meaning of that statute, for 
it appears the court would have sustained the verdict but for failure 
of proof of alcoholic content. The same court reached a similar con- 
clusion in Robinson v. State, Oklahoma (1929) 281 Pac. 984. 


Centennial Case 


The Hunnicutt case was criticized in State v. Centennial, Montana 
(1919) 179 Pac. 296. This court said: 

The strained construction given to the statute considered in Ex parte Hunnicutt, 
* * * may have been justified under the circumstances, but the reasoning by which 
the conclusion was reached does not commend it to our judgment. 

Reading both cases suggests that the criticism of “strained con- 
struction” is more applicable to the critic’s case than to the Hunnicutt 
case, Frankly, it is difficult to understand what application the Hunni- 
cutt case had to the question before the court in the Centennial case, 
since the latter involved two statutes of an entirely different character, 
differing particularly in the respect that imitations of intoxicating 
liquors were not outlawed but rather “intoxicating beverages” defined 


as any beverage containing “as much as” two per cent of alcohol, In 


any case, this criticism was not directed to the proposition for which 
we have cited the Hunnicutt case, which case, in our opinion, remains 
the leading and the best-reasoned opinion on this subject to date, as is 
evidenced by the fact that it has been cited in approximately twenty 
cases without any other disapproval. 
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Meaning of Section 403(c) 


It is submitted, therefore, that the meaning of the provisions of 
Section 403 (c), and more specifically the identity of the food to which 
it is addressed, must be determined from the over-all statutory objec- 
tive and the related statutory provisions of the Federal Food, Drug, 
and Cosmetic Act of 1938. These provisions include the statutory pat- 
tern referred to, which evolved from the clarification and elimination 
of “loopholes” of the adulteration and misbranding provisions of the 
1906 Act, considered inadequate to insure the integrity of foods in that 
certain foods characterized as “cheapened,” “debased,” “economic adul- 
terations,” were immune from that law.’ It is, therefore, necessary to 
consider first these ambiguous and inadequate provisions of the old 
law and the kinds of foods with which the cases involving them dealt. 
The relevant provisions of the 1906 Act are: 

Section 7. That for the purposes of this Act an article shall be deemed to 
be adulterated: 

* * 

In the case ot food: 

First. If any substance has been mixed and packed with it so as to reduce 
or lower or injuriously affect its quality or strength. 

Second. If any substance has been substituted wholly or in part for the article. 

Third. lf any valuable constituent of the article has been wholly or in part 
abstracted. 

Fourth. If it be mixed, colored, powdered, coated, or stained in a manner 
whereby damage or inferiority is concealed. 

Section 8. * * * 

That for the purposes of this act an article shall also be deemed to be mis- 
branded: 

* * * 

In the case of food: 

First. If it be an imitation of or offered for sale under the distinctive name 
of another article. 

* * * 

Provided, That an article of food which does not contain any added poisonous 
or deleterious ingredients shall not be deemed to be adulterated or misbranded 
in the following cases: 

First. In the case of mixtures or compounds which may be now or from 
time to time hereafter known as articles of food, under their own distinctive 
names, and not an imitation of or offered for sale under the distinctive name of 
another article, if the name be accompanied on the same label or brand with a 
statement of the place where said article has been manufactured or produced. 





*Senate Commerce Committee Report Seventy-fourth Congress; First Session; 
No. 2139, Seventy-fifth Congress, Third House Commerce Committee Report No. 
Session; Report No. 493, Seventy-third 2755, Seventy-fourth Congress, Second 
Congress, Second Session; Report No. 361, Session. 
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We are directly concerned with the misbranding provision dealing 
with “imitations.” There appears to have been some judicial disagree- 
ment as to the precise meaning of the above quoted provisions of 
Section 8. Mr. Justice Ray, a District Judge for the Northern District 
of New York has said: 


It is not sufficient to remove an imitation and misbranded article from 
the condemnation of this law that it has a distinctive name applied to it, as the 
very language of the proviso requires that, if known under its own distinctive 
name (if it has one), it (the article) must not be either an imitation of another 
article or offered for sale under the distinctive name of another article. (United 


States v. Five Cases of Champagne (1913), 205 Fed. 817.) 


On the other hand, Mr. Justice Simons, District Judge for the 
Eastern District of Michigan said: 

I confess I have been looking at the language of this Section 8 here off 
and on for the last day and a half, and I have not at times been clear as to just 
what it did mean—whether it meant under the first paragraph “If it be an imita- 
tion of another article” or whether it meant, “If it be an imitation of another 
article under a distinctive name.” It would seem to me that, depending somewhat 
on the attitude of mind you brought to an interpretation of that first clause, you 
could read it either way. 

Reading it, however, in connection with the proviso, it might seem as though 
the Congress intended that articles that were not labeled with the distinctive 
name of some other article would come within the exception of the proviso. 
(United States v. 4914 Cases of Bred Spred (1927), E. D. Mich.) 


The court relied on, and felt he was bound by, the following state 
ment made by Mr. Justice Hughes in Savage v. Jones, 225 U.S. 501 
(532): 


Moreover, in defining what shall be adulteration or misbranding for the 
purposes of the Federal Act [Food and Drugs Act of 1906], it is provided that 
mixtures or compounds known as articles of food under their own distinctive 
names, not taking or imitating the distinctive name of another article, which do not 
contain “any added poisonous or deleterious ingredients” shall not be deemed to 
be adulterated or misbranded * * *. (Italics supplied.) 


Indecisive Construction 


These quotations serve to illustrate the indecisive construction of 
this statutory language. Hosts of libels and informations which have 
included charges based on alleged misbranding by reason of the fact 
that the food in question was an imitation of another food, appear to 
have been issued, but few of the decisions in such cases have a sufficient 
bearing on the question under discussion to warrant present consid- 
eration. No individual case of those that have some bearing can be 
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regarded as really decisive, but, in the aggregate, they do point to a 
rather definite conclusion. The following are such cases: 


Nave-McCord Mercantile Company v. United States 
(CCA-8; 1910) 182 Fed. 46 

This was an appeal from a conviction of a violation of the Food 
and Drugs Act. Appellant assigned as error that the court below 
overruled its demurrer to the information under which it was con- 
victed. The product involved was labeled “Flavor of Lemon and Citral 
—A Pure Flavor.” The court, here relevant, declared that by this 
statement the appellant 


Designed and intended the public to understand and believe that said food 
product was a pure flavor and extract of lemon, 
and that these marks and labels 


* * * were false and misleading in this: That said article, so manufactured, 
prepared, and shipped, * * * was an imitation of the true lemon flavor, commonly 
called “lemon extract,” so commonly used and employed in the preparation of 
food products, and of far less value, strength, and efficacy than said true lemon 
flavor. 


In discussing the sufficiency of that count, the court stated in part: 


* * * The usual acceptation and meaning of the label “Flavor of Lemon and 
Citral—A Pure Flavor” distinctly negatives the idea that it describes a pure 
flavor and extract of lemon, and the expression “a pure flavor and extract of 
lemon” cannot be substituted by pleading or proof for that which the defendant 
actually used, and then the defendant be convicted upon the substituted label, 
which it never conceived. Nor may an averment that a defendant intended that 
a label should be understood by the public to mean the opposite of its ordinary 
and accepted interpretation make its use a misbranding or constitute a violation 
of the law. The truth is that, when the averments of this count are read and 
construed together, they clearly disclose the facts that the fluid made and sold 
by the defendant was not a pure lemon extract or a pure lemon flavor, or any 
imitation thereof; that the defendant never placed any label or mark upon it 
which indicated that it was, or which could mislead a purchaser, but that by its 
declaration through the label that it was a flavor of lemon and citral it clearly 
notified all purchasers that the fluid was neither a pure lemon extract nor a pure 
lemon flavor. * * * the averment fails to state sufficient facts to constitute a 
violation of the law. 


If Mr. Justice Ray’s construction of Section 8 of the 1906 Act is 
correct, and it is submitted that it is, then the somewhat garbled aver- 


ment charging misbranding can only be construed to have alleged 


misbranding on the ground that the substance, as such, constituted an 
imitation of another food, namely, “lemon extract.” By concluding 
that the demurrer to that count should have been sustained, the court, 
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in effect, concluded as a matter of law that the substance was not 
such an imitation, From the quoted language it appears that the court 
based this conclusion on the fact that this food product “of far less 
value, strength, and efficacy than said true lemon flavor” was not an 
imitation of lemon extract because it was not sold as such but as 
“a flavor of lemon and citral,” another kind of food. Presumably this 
court would have regarded the product as an imitation of lemon extract 
had it been sold under that name. 


United States v. One Carload of Corno Horse and Mule Feed 
(DC Alabama, 1911) 188 Fed. 453 


Trial before the court under a libel which charged adulteration 
and misbranding of an animal feed sold under its own distinctive name, 
branded as follows: “Corno Horse and Mule Feed. Mixture of ground 
alfalfa, oats, corn, flax bran, oat and hominy feeds, * * *.” It appears 
the objectionable part of this labeling was the designation of one of 
the ingredients as “oat feed.” It was contended that the ingredient 
so designated was in fact “imitation oatmeal.” The stipulation as to 
the facts on which the case was heard provided further: 

It is further admitted that there was present in the Corno Horse and 
Mule Feed, aforesaid, * * * a quantity of oat hulls in excess of the amount 
that would have been naturally and normally present in case whole ground oats 
had been used in lieu of the same amount of oat feed—using the term oat feed 
here according to the construction contended for by the claimants herein, namely, 
as a by-product of the oatmeal or rolled-oat factory, said by-product consisting 
of the entire residue of the oats after the manufacture of the oats into food for 
human consumption, and consisting of the middlings, nubbins, oat dust, and hulls. 
By this admission it meant that there was used in the Corno Horse and Mule 
Feed aforesaid, a quantity of the by-product of the rolled-oat mill consisting of 
the oat hulls, middlings, nubbins, and dust as above described. 

The defense further admitted that “oat feed” contains less of pro- 
tein and more of hulls than an equal amount of whole ground oats. 


According to the evidence, manufacturers understand the term 
“oat feed” to mean the by-product of rolled oats or oatmeal mills, that 
part of the grain which remains after the miller extracts from it the 
portions useful for human food, and that the term has long been so 
understood in commerce and trade. The court then concludes that this 
blended food 


Is not an imitation of or offered for sale under the distinctive name of another 
article, but is sold under its own distinctive name, * * *. 
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Hudson Manufacturing Company v. United States 
(CCA-5; 1912) 192 Fed. 920 


This was a libel proceeding for the condemnation and forfeiture 
of a product labeled “Hudson’s Extract.” The product consisted of a 
mixture of commercial vanillin and coumarin which was artificially 
colored. The libel alleged misbranding in that the product was 
offered for sale as vanilla extract, whereas 

in truth and in fact it was not genuine vanilla extract but was an imitation 
thereof and was offered for sale under the distinctive name of another article, to 
wit, vanilla extract. 

The judgment in favor of the libelant, entered in the court below 
on a jury verdict, was affirmed on the ground that: 


Where there is no proof that the words “Hudson’s Extract” have a well-known 
trade meaning, an imitation of vanilla marked “Hudson's Extract,” without giving 
an indication of what the article is composed, shows a clear case of misbranding 
under the pure food law. 


It is to be noted that the court assumes, but does not decide, that this 
product is an imitation vanilla. It merely decides that the product 
was misbranded for the reasons stated. If the product was in fact an 
imitation, as the court believed it to be, it was immaterial whether 
“Hudson’s Extract” did or did not have a well-known trade meaning 
so long as it was likely to be accepted as the genuine by consumers. 
Under the quoted charge of misbranding, the judgment in favor of the 
government can be sustained only on the ground that the product is 
an imitation of another food. Clearly it was not offered for sale under 


a distinctive name of another food as alleged. 


United States v. Five Cases of Champagne 
(DC New York, 1913) 205 Fed. 817 


This was a libel proceeding for condemnation and forfeiture of 


five cases of champagne. The court described the product which was 
the subject of the proceeding as follows: 


Each case contained 24 bottles, and each bottle holds about 1 pint of a liquid 
mixture which, on due examination and test, is found to consist of a very cheap, 
ordinary, low-grade carbonated white wine. It is not champagne in any sense of 
that word, but a low-grade, cheap white wine charged with gas. It is bottled and 
labeled in the following manner. The bottle itself is of the same shape and made in 
imitation of the ordinary champagne bottle. This bottle is corked and dressed 
about the neck the same as and in very close imitation in every way of the ordinary 
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genuine champagne bottle, or bottle containing champagne; for instance, Mumm’s 
Extra Dry. It has the same style of label and seal, both attached in the same 
manner. On the label is the name “Special Gold Cabinet, Superior Quality.” 
There is also a coat of arms, and on one side initials “H. H. S. & Co.,” and on 
the other “3015.” 

In short, the bottles containing the cheap carbonated wine are such a close 
imitation in form, or shape, dress, corking, and label, that the ordinary observer 
would and does easily mistake, accept, and use the imitation as a genuine bottle 
of imported champagne. This would and does happen with a large number of 
purchasers and users, and it may be said with the ordinary user unless he gives 
the labels an inspection to determine whether it is the genuine champagne bottle. 
Evidently it is gotten up and dressed and labeled in this way to deceive the 
ordinary purchaser and user of champagne. The wooden boxes and markings and 
labels thereon in which shipped also closely imitate the boxes in which genuine 
champagne is shipped. This is such an imitation as would make a case of unfair 
competition in trade. 


In discussing the product itself the court said: 


This wine in question was and is an imitation of genuine imported champagne, and 
was and is so labeled and branded as to deceive and mislead both the purchaser 
and users into the belief that it is genuine champagne. 


After concluding that the labeling did not bring it within the 
§ £ ~ 
distinctive name proviso in the statute above quoted, the court continued : 


It is not sufficient to remove an imitation and misbranded article from the con- 
demnation of this law that it has a distinctive name applied to it, as the very 
language of the proviso requires that, if known under its own distinctive name 
(if it has one), it (the article) must not be either an imitation of another article 
or offered for sale under the distinctive name of another article. Here this 
carbonated wine contained in these bottles and cases was in fact offered for sale 
and sold under the distinctive name of champagne, another article, and, what is 
conclusive, was and is, in fact, an imitation of imported champagne. Again, can a 
distinctive name be given to an imitation article unless it be to distinguish one 
imitation from another? Clearly this cannot be done so as to bring a wine made 
and bottled and dressed in imitation of champagne, and sold and offered for sale 
as champagne, and delivered to fulfill orders for champagne, within the exception 
or proviso quoted, when it is so labeled or branded as to deceive and mislead 
the purchaser. 

In this case it is sufficient to bring these cases of wine, the wine contained 
in these bottles, within the condemnation of the statute, and without the protection 
of the exception or proviso, that they are in fact “an imitation of another article,” 
viz., genuine imported champagne, and are labeled and branded so as to deceive 
or mislead the purchaser, and are not labeled, branded, or tagged so as to plainly 
indicate that they are imitations, and the word “imitation” is not on the package. 

It must be borne in mind that in stating that this wine was actually offered 
for sale and sold under the distinctive name “champagne,” I do not mean that 
the word “champagne” was on the bottles, labels, or packages, but that the 
purchaser ordered champagne, and expected to get champagne, and the seller 
knew this, and supplied this cheap, carbonated wine, put up in these bottles, 
dressed, ornamented, and labeled in close imitation of champagne, and by these 
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acts represented to the purchaser that he was selling and shipping to him genuine 
champagne. I think these facts bring the act of the seller within the language 
of the act, “offered for sale under the distinctive name of another article.” Hence 
I hold that, within the meaning of this statute, this wine was not only offered 
for sale, but actually sold, “under the distinctive name of another article”; that 
is, genuine champagne. 

But for the last sentence, it could be said that in this case the 
court decided as a matter of law that the product was an imitation of 
champagne. That it was such an imitation, appears clearly to have 
been the court’s opinion. However, in the last sentence the court 
decides that the article was misbranded because it, “cheap, ordinary, 
low-grade carbonated white wine,” was sold under the distinctive name 


of another article: champagne. 


United States v. Coca-Cola Company 
(1916) 241 U.S. 265 

This case involved a libel for condemnation of a certain quantity of 
Coca-Cola. The second count of the libel alleged, among other things, 
that the article was misbranded in that the name “Coca-Cola” was a 
representation of the presence of the substance coca and cola but that 
the product did not contain any coca and little, if any, cola and thus 
was an “imitation” of the substances and was offered for sale under 
their “distinctive names.” After trial before a jury, the district judge 
directed a verdict for the claimant. The circuit court of appeals 


affirmed. The Supreme Court reversed. 


After an extended discussion of this misbranding charge, Mr. 
Justice Hughes, speaking for the court, concluded: 


In the present case we are of opinion that it could not be said as matter of law 
that the name was not primarily descriptive of a compound with coca and cola 
ingredients, as charged. Nor is there basis for the conclusion that the designation 
has attained a secondary meaning as the name of a@ compound from which either 
coca or cola ingredients were known to be absent; the claimant has always insisted, 
and now insists, that its product contains both. But if the name was found to be 
descriptive, as charged, there was clearly a conflict of evidence with respect to 
the presence of any coca ingredient. We conclude that the court erred in directing 
a verdict on the second count. (Italics ours.) 


In other words, if the facts are found to be as claimed by the govern- 
ment, namely, that the name has not acquired a secondary meaning 


Law on Imitation Food Page 159 











and the product does not contain the ingredients coca and cola as 
charged, it is misbranded as charged, namely, that it is such an imi- 
tation. 


United States v. 247/e Gallons of Smack 
(DC Wisconsin, 1926) N. J. N. 14416 


This was a libel proceeding for the seizure and forfeiture of a 
product designated “Smack.” This product was a manufactured syn- 
thetic concentrate imitative of grape juice. Some time prior to the 
institution of the action it had been sold as “Grape Smack,” associated 
on the label with a cluster of grapes. The product was a purely syn- 
thetic product consisting of water, sugar, tartaric acid, ash, vanillin, 
and other products which contributed severally to the physical prop- 
erties, flavor, color, or the like of the product. The product resembled 
grape juice in its fluid consistency, color, and taste. After considering 
the meaning of the word “smack,” the court stated the government’s 
case to be: 

Therefore, the government’s case, in its most favorable light, is reduced to this: 
May an article put out, offered, or shipped, under a name arbitrary, not in the 
slightest degree representative or misrepresentative, be excluded from interstate 
commerce because in its color, aroma, taste, and fluid consistency, it or the product 
developed from it, may prove, is, or may be designed to be, imitative of other 
known products? 


The court concluded that this product came within the “distinctive 
name” proviso of the statute quoted above, rather than within the 
proviso relating to imitations, and in this connection said: 

‘ 

Therefore the clause of the statute, “If it be an imitation of or offered for 
sale under the distinctive name of another article,” seems to me to deal first 
with imitations, that is, things patterned after, or a copy of, or made in simulation of 
another article and, as such, offered or put out as the genuine; second, articles, 
whatever they may be, whether imitation or not, which are put out under the 
distinctive name of another article. The statute condemns the use of means 
which being used arouse the belief that one thing is really another. 

It is my judgment that the limitations of the statute are such that the case 
before us is not comprehended; and this view necessarily excludes from the 
case the testimony dealing with the former practices of the claimant. (Italics 


supplied.) 

The court appears to regard this product as an imitation, but erro- 
neously, it is submitted, concludes that imitations could be marketed 
under a name which it regarded as “distinctive.” 
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United States v. Ten Cases, More or Less, Bred Spred 
(CCA-8; 1931) 49 F. (2d) 87 


This was an appeal from a judgment entered on a directed verdict 
in favor of the claimant in a libel proceeding. The libel alleged adul 
teration and misbranding. The court stated the facts to have been 


as follows: 


The facts, either admitted or shown by the testimony, are, as appears trom 
the record, substantially as follows: Bred Spred, Strawberry Flavor, contains 
17 parts of strawberries, 55 parts of sugar, 11% parts of water, %4 part of pectin, 
and 0.04 of a part of tartaric acid, Pectin is a fruit product found in considerable 
quantities in apples, and in different amounts in different fruits. It has the effect, 
if there are proper amounts of water, sugar, and acid present, to form a jelly 
In a product such as Bred Spred, it forms a jelly with the water, sugar, and 
acid present, and keeps the fruit distributed—keeps it from floating to the top. 
Tartaric acid is a natural fruit acid and has nothing harmful in it. There is 
nothing harmful or deleterious in the product Bred Spred. It has some food 
value and some nutritive value. The label on the jars containing Bred Spred 
was in part as follows: “Bred Spred (pictorial design of fruit) Strawberry * * * 
Flavor, Glaser, Crandell Co., Chicago, Net weight 4 pounds.” There were other 
flavors such as peach, pineapple, blackberry, etc. 


Misbranding was charged on the ground that this product constituted 
an imitation of jam. In referring to this charge of misbranding, the 


court said: 


As to the matter of misbranding, the evidence clearly shows that the label con- 
tained no false or misleading statements; and, therefore, did not come within that 
definition of misbranding contained in Section 10 of the statute. But the govern- 
ment contends that misbranding, under Section 10, includes imitation of some 
other article, and that, in this case, Bred Spred was an imitation of jam. Conceding, 
but without deciding, that the construction of the statute contended for by the 
government is correct, yet there is no evidence in the case that Bred Spred was an 
imitation of jam. 

Such imitation would, naturally, be disclosed by the tests of appearance, of 
taste, of smell. But, although there were introduced in evidence, in the trial 
court, physical exhibits consisting of jars of Bred Spred and jars of jam, these 
physical exhibits have not been brought by the government to this court. Nor 
is there other evidence in the case showing imitation. On such a record, we 
cannot hold that the ruling of the trial court was error. 

One other matter is called to our attention by appellant. The government 
offered to show by one of its witnesses, a grocer, “that a product consisting of 
17 parts of strawberry, 55 parts of sugar, 11% parts of water, one-fourth part of 
pectin, and a small amount of tartaric acid, is an imitation of strawberry jam.” 
Objection was made to this offer and the objection was sustained. We think there 
was no error in the ruling. The matter was not one calling for expert testimony, 
and especially so when the physical articles themselves were present in court. 
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In commenting on the charge that the product was adulterated in 
that it was fabricated in a manner so as to conceal inferiority, the 
court said: 

The mere fact that the product contained fewer strawberries than some other 
product, e. g., jam, does not show that Bred Spred was inferior to jam; nor does 
it show that a comparison with jam was called for by the statute unless Bred 
Spred was being palmed off on the public as jam. No showing of this kind was 
made. 


United States v. 49'/2 Cases of Bred Spred 
(DC Michigan, 1927) 


Motion to dismiss a libel which charged that the substance in- 
volved, being a compound of pectin, fruit, and sugar, bearing a pic- 
torial design of strawberries and labeled “Bred Spred Strawberry 
Flavor,” was misbranded for the reason, among others, “that the article 
was an imitation of jam.” 

In granting this motion, the court said in part: 

I confess I have been looking at the language of this Section 8 here off and 
on for the last day and a half, and I have not at times been clear as to just what 
it did mean, whether it meant under the first paragraph “If it be an imitation of 
another article” or whether it meant, “If it be an imitation of another article 
under a distinctive name.” It would seem to me that, depending somewhat on 
the attitude of mind you brought to an interpretation of that first clause, you 
could read it either way. 

Reading it, however, in connection with the proviso, it might seem as though 
the Congress intended that articles that were not labeled with the distinctive name 
of some other article would come within the exception of the proviso. 

From this it appears that the court would have regarded this product 
as an imitation jam had it been sold as “jam” instead of “Bred Spred.” 


Weeks v. United States, 245 U. S. 618 (1918) 


Appeal from a judgment of conviction under an information which 
contained two counts, both of which charged misbranding of an article. 
One count charged the labeling was false and misleading and the other 
that the article was offered for sale as lemon oil “when in truth it was 
an imitation thereof containing alcohol and citral derived from lemon 
grass.” The product was labeled “Special Lemon, Lemon Terpene, 
and Citral.”’ According to the evidence, 

The shipment was made to fill an order solicited and taken by a traveling 


salesman in the defendant’s employ. The salesman had been supplied by the 
defendant with a sample bottle of the article which was labeled simply “Special 
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Lemon.” In offering the article for sale and soliciting the order the salesman 
exhibited the sample and represented that the article was pure lemon oil obtained 
by a second pressing and that this pressing produced a good, if not the best, oil. 
In truth the article was not lemon oil, but an imitation thereof containing alcohol and 
citral made from lemon grass. Some of the elements of lemon oil were present in 
other than the usual proportions and others were entirely wanting. (Italics 
supplied.) 

After quoting certain provisions from Section 8 of the Act, includ- 
ing the provision that a food shall be deemed to be misbranded “If it 
be an imitation of or offered for sale under the distinctive name of 
another article,” the court continues, 

It is apparent that the statute specifies and defines at least two kinds of 
misbranding—one where the article bears false or misleading label, and the other 
where it is offered for sale under the distinctive name of another article. The 
two are quite distinct, a deceptive label being an essential element of one, but 
not of the other. No doubt both involve a measure of deception, but they differ 
in respect of the mode in which it is practiced. Evidently each is intended to 
cover a field of its own, for otherwise there would be no occasion for specifying 
and defining both. That one article of food may be offered for sale in the dis- 
tinctive name of another, and the offer accomplish its purpose, without the aid 
of a false or misleading label hardly needs statement. 

\gain the court does not decide that this substance is an imitation, 
but rather takes it for granted that this is the fact, then decides that 
the charge of misbranding was established by evidence that this food 


was offered for sale under the distinctive name of another food. 


United States v. Schider, 246 U. S. 519 (1918) 


\ppeal from an order sustaining a demurrer to an indictment 
which, among other counts, contained a count charging that the article 
involved was misbranded in that its label indicated that it was a true 
grape product, whereas it was not such, but an imitation thereof. The 
product, labeled “Compound Ess Grape,” was prepared from alcohol, 
water, and synthetically produced imitation oils, but contained no 
product of the grape. The trial court sustained the demurrer to each 
of the counts upon the view that the provisions of the Act relied on, 
properly construed, did not apply to the facts stated. Presumably the 
trial court regarded this product as one within the distinctive name 
proviso. The circuit court of appeals affirmed. The Supreme Court 
reversed and remanded the case for further proceeding. ‘In its opinion 


the court stated in part: 
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The obvious and undisputed purpose and effect of the label was to declare 
the bottled article a compound essence of grape. In fact, it contained nothing 
from grapes and was a mere imitation. 

* * * 


The stuff put into commerce by defendant was an “imitation,” and if so 
labeled purchasers would have had some notice. To call it “compound essence of 
grape” certainly did not suggest a mere imitation, but on the contrary falsely 
indicated that it contained something derived from grapes. * * * The statute 
enjoins truth; this label exhales deceit. 


Regulatory Problem 


These are all of the cases in which the imitation provisions of the 
1906 Act were considered by the courts. They are also the principal 
cases which point up the regulatory problem sought to be corrected 
by statutory clarification and implementation.*® As has been noted, 
these cases involved two general classes of foods: “cheapened,” “de- 
based,” “economic adulterations,” * and foods not lacking in integrity, 
as such, but made to simulate other foods and palmed off as such other 
foods, directly or by use of a “distinctive name.” “Bred Spred,” a 
debased preserve, was exhibited to the Congressional committees as 
the flagrant example of the former; artificially colored coumarin and 
vanillin simulating vanilla extract, lemon flavored citral simulating 
lemon extract, “Smack” simulating grape juice, and other similar foods 


are examples of the latter. 


Debased and Cheapened Food 


The legislative history leaves no doubt about the fact that 


‘ 


‘cheap- 
ened,” “debased” foods were to be denied the channels of interstate 
commerce by being declared outlaws of that commerce. Section 
402 (b) does this. In order to insure its effective application and 
enforcement, Congress authorized the establishment of an adminis- 
trative yardstick in enacting Section 401, thus furnishing a lawful basis 
for measuring cheapening and debasing of foods. Any food which 
fails to measure up to such a prescribed standard is a debased, cheap- 
ened food, hence declared an outlaw of commerce by Section 402 (b). 








%” The question has not been considered butter flavored and yellow colored oleomar- 
by any court under the 1938 Act except in garine was alleged to be an imitation of 


the recent case above criticized (see foot- butter, but the court did not find it neces- 
note 4, supra). In Land O’Lakes Cream- sary to decide this question. 
eries v. McNutt, 132 F. (2d) 653 (1943), 1! See footnote 9, supra 
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It is also misbranded under Section 403 (g) because, even though it 
might not be sold under its own name “preserve” but under an arbi- 
trary name such as “Bred Spred,” it would still “purport” to be the 
preserve which it is in fact, but since fruit preserves have been stand- 
ardized, it would also “purport” to be a standard preserve, which it is not, 
hence misbranded. That is the scope of Section 403 (g). In fact, this 
section was written specifically with “Bred Spred” as its target. There 
is nothing to be found in the legislative history nor in provisions of 
these sections which suggests in the slightest that any food, being 
an outlaw of commerce by reason of the fact that it is lacking in its 
required integrity, may be restored to a lawful state by labeling it 
“imitation.” 
Labeling 

It will be further noted from these cases that the other kinds of 
foods, not cheapened and debased in themselves, but made to simulate 
more costly foods and passed off as such, presented primarily a label- 
ing, or branding, problem and not a question of the integrity of these 
foods as such. The unfairness to consumers did not stem from any 
inherent deficiency of these foods, but rather from the fact that they 
were made to simulate and then passed off as more costly foods. Con 
gress prescribed the form of labeling, or branding, for these kinds of 
foods in Section 403 (c) which, in its opinion, would prevent fraud or 
deception, namely, the word “imitation,” appearing on the label as 
prescribed. Whether this affords adequate protection to consumers 
under modern merchandising methods is a question outside of the 
scope of our considerations. Apparently the government believes it 
does not, hence seeks to render the provisions of this section mean 
ingless with respect to any given food by standardizing such food. We 
don’t find any such limitations upon the provisions of Section 403 (c) ; 
neither in the statutory pattern discussed, nor in its legislative history. 


Question of Food Identity 
It follows from these considerations that, in determining whether 
a food is subject to the imitation provisions of the Act, we are alto- 
gether concerned with a question of food identity. We must determine 
whether the factors, which constitute a food as the kind of food of our 
second group, are present, since these are the kinds of foods required 


to be labeled “imitation” as specified in Section 403 (c). 
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The identity factors of any food are (1) composition, and (2) re- 
sulting organoleptically determinable physical characteristics. These, 
in turn, are subdivided into— 

(a) Qualitative 


(1) Composition (b) Quantitative 


_—— 


(a) Taste 


(2) Resulting organolep- | (b) Color 
tically determinable (c) Odor 
physical characteristics (d) Texture or consistency, ranging 


from liquid to solid 


As pointed out, the object in having an imitation is to provide a 
less costly (but not debased) food which will simulate a more costly 
food and may be used as a substitute for such more costly food. 
Therefore, a food must be different in qualitative composition from 
the one imitated, (1) (a), but must conform in every respect to the 
organoleptically determinable physical characteristics of such imitated 


‘ 


food, (2) (a) (b) (c) (d), to constitute an “imitation” of such food. 

“Bred Spred” is a food made less costly by debasing, since the 
lesser cost is effected by changing (1) (b) of our formula. It remains 
the same qualitatively, but the proportions of fruit, sugar, and water 
are so changed that it contains less of the expensive ingredient (fruit) 
and more of the less expensive ingredients, (sugar and water). It is, 
therefore, not an “imitation” preserve. 

Artificially colored coumarin and vanillin, on the other hand, is a 
mixture of an entirely different composition from vanilla extract; 
(1) of our formula is different for each of these foods. The former 
mixture is also less costly than the latter food. However, this mixture 
is so made that it possesses all of the identity factors of (2) of our 
formula, namely, (a) (b) (c) and (d). It is, therefore, an imitation of 
vanilla extract. 

We may also test the formula by applying it to certain chocolate 
products at one time claimed by some to be an imitation chocolate. 
The basic ingredients of sweet chocolate are chocolate liquor, added 
cocoa butter, and sugar. However, when a high-melting-point choco- 
late coating is desired, the added fat is not cocoa butter, but a hydro 
genated vegetable oil. This renders the product merchantable when 
exposed to higher temperatures. When a low melting point is desired 
for frozen desserts, the added fat is a vegetable fat of a low melting 
point, such as coconut oil. These different oils vary in prices from 


Page 166 Food Drug Cosmetic Law Journal—April, 1950 














time to time, but their price differential is not such as to make possible 
a reduction in price of the retail item. These changes in the kind of 
fat used do involve a change in qualitative composition, (1) (a), of our 
formula. However, the chocolate characteristics are derived from the 
same basic ingredient, chocolate liquor, present in the quantity required 
by standard in each case, and the substitution of fat also results in a 
change in (2) (d), a higher or lower melting point and resultant dif 
ferences in physical characteristics. This then is not an imitation, 
but a different kind of chocolate. 

Another food which is sometimes referred to as an imitation and 
at other times as an authorized deviation from a standard, is neuf 
chatel cheese.'* It has been contended that this cheese so closely 
simulates cream cheese,'* but is much cheaper in that it contains less 
fat (the costly ingredient) and more. water, that it is to be regarded 
either as an imitation of cream cheese or is an authorized departure 
from the cream cheese standard. Neither contention is correct. True, 
it presents a close borderline case in identity, but the record before 
the Administrator upon which a standard for this food is based, 
though presenting a close question in identity, reveals the recognition 
of this food as having an identity of its own. It seems to be the 
accepted practice in the dairy product field to consider various seg 
ments, embracing specified ranges of proportions of fat and moisture 
as different identities. 

Conclusion 

It is respectfully submitted, upon all of the foregoing, that the 
kind of food contemplated by the imitation provisions of the Federal 
Food, Drug, and Cosmetic Act, is a food, less costly (but not debased), 
made to simulate a more costly food and used as a substitute therefor. 
Or, in the statutory language, “a food which is an imitation of another 
food.” 

It is expected that there will be disagreement with this conclu- 
sion. It is hoped, however, that any criticism will be constructive. 
If those who disagree will undertake to identify the kind of food which 
they think is contemplated by Section 403(c), such an undertaking, 
although it may not conform to our construction, will be a valuable 
contribution to the solution of this presently muddled question. 


[The End] 





1221 C. F. R. 19.520. “4 F, D.C. No. 46. 
321 C. F. R. 19.515. 
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Meeting Product Liability Law 








\N UP-TO-DATE SUMMARY OF THE CASES DECIDED AND REPORTED 
DURING 1949 TO ASCERTAIN THE TREND OF CURRENT LAW 


CANNOT let this significant occasion pass without noting that it 
is the fifth anniversary of this important Section of the New York 
State Bar Association. 

Those of us who are privileged to look back upon our association 
with this Section as charter members do so with great pride and satis 
faction. We look forward to increased personal professional benefits 
and service to our clients and principals in this field of the law. 

The corresponding new Section of the American Bar Association 
has an equally bright future. 

Our presence here today is due to the vision and farsighted courage 
in 1945 and 1946 of our Chairman, Mr. Charles Wesley Dunn, Mr. 
Lewis C. Ryan, then President of the New York State Bar Association, 
and our late beloved friend and associate, Mr. John S. Prescott, General 
Counsel of General Foods Corporation; these three were principally 
instrumental in organizing this Section. 

We are also greatly indebted to the magnificent job which Com 
merce Clearing House, Inc. has done in making it possible for us to 
publish the Food Drug Cosmetic Law Journal, which is now a time-tested 
and invaluable tool for every lawyer practicing in this important field of 
the law. I urge all of you lawyers to see to it that you, if you have not 
already done so, and your principais, subscribe to this essential publication. 

We are also very proud of the Food Law Institute, a pioneering 
venture in legal education, which stems directly from this Section. 
The launching of this project last November was, indeed, a historic event. 

All manufacturers of food, drugs, and cosmetics are susceptible to, 
and harrassed by, claims and lawsuits based upon so-called product 


liability. The purpose of this paper each year is to furnish lawyers in 
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this field with an up-to-date summary of the cases which have been 
decided and reported during the preceding year. It could not be 
claimed that this summary is all-inclusive and therefore you will use it 


only as a point of commencement in ascertaining the current state of 


the law. 

This vear I am listing cases reported from lower as well as higher 
courts because it seems advisable to follow these lower court cases to 
their ultimate determination. 

During 1949, the number of product liability cases reported in the 
digests and services has somewhat increased as compared with 1948. 
| have not found any decisions of significant importance reported dur- 
ing the vear. 

Trends 

1. The experience of my company during the past year ts similar 
to that of several others with whom I have checked: product liability 
claims and suits have increased in number and in seriousness (accord 
ing to claimants and plaintiffs). Our experience during this past year 
has been that these claims and cases are now getting back into the 
familiar rut of “lack of merit or factual basis.” 

I should, therefore, like to suggest again to lawyers that they 
recommend strongly to their clients and principals a re-examination of 
their procedure for investigating claims and preparing for trial so that 
perhaps, in the light of experience and faced with the apparent threat 
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of more claims and lawsuits, that procedure may be revised and 
improved, if so indicated. 

I should like also to recommend again fuller and closer coopera- 
tion with Mr, Dunn’s office with respect to reporting claims and cases 
for the Claims Index, which he established several years ago and which 
Mr. Frank T. Dierson is now so ably carrying on. 

[ also recommend a re-examination of the policies and practices 
of members of food, drug, and cosmetic industries with respect to con- 
testing and defending cases based upon product liability. Our own 
experience has conclusively demonstrated to us the soundness of our 
own policy against settlement and compromise, especially in respect 
to those claims and cases of alleged serious nature. We settle no case 
or claim where the integrity of our products is involved or those involv- 
ing allegations or claims of the presence of foreign substances, which 
by the very nature of our manufacturing and packaging processes could 
not be possible. We settle only claims or cases: 

(a) In which there is a possibility of legal or factual basis. 

(b) Those which can be settled for a nominal sum, with the important 
limitation, that such settlement will not promote other cases in the 
same area—the so-called “Ladies’ Aid Claims.” 

2. The generally broad geographical distribution (18 states) of 
the cases reported during the past year continues. 

3. The trend toward a more extensive attempted and successful 
application of the doctrines of res ipsa loquitur and implied warranty 
continues, indicating a definite and now well-established trend toward 
holding the manufacturer or processor of food, beverage, drug, and 
cosmetic products to be an insurer of the wholesomeness and freedom 
of such products from foreign substances. 

In this connection, | call your attention and alert you to the serious 
and possibly far-reaching consequences of at least two sections of the 
proposed Uniform Commercial Code: Section 2-318 relating to third 
party beneficiaries of warranties, express or implied, and Section 2-718 
relating to the right of impleader by the buyer. I have not had an 
opportunity to study this proposed code carefully or thoroughly, but a 
cursory examination stimulates the old warning of “Stop, Look, and 
Listen,” and appraise the possibilities of, at least, these two proposed 


provisions of the Uniform Commercial Code. 
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4. The increasing number of bottled beverage explosion cases, 
also cases involving foreign substances in beverages continues. 

5. There has been, during the past year, an increase in the number 
of cases involving foreign substances in food. 

The following is a detailed list of the cases reported since last 
year’s meeting: 

Bottled Beverage Explosion Cases 

Graham, et al. v. Cloar (Tennessee) January 21, 1949 [CCH Food Drug Cosmeti 
Law Reports q 22,162] 

Aubrey v. Scheidt Brewing Company (Pa. Ct. of Com. Pleas) 64 Montg. 239 

Groves v. Florida Coca-Cola Bottling Company (Florida) April 18, 1949 [CCH 
Food Drug Cosmetic Law Reports § 22,167]. 

McClelland v. Acme Bottling Company (California) July 1, 1949 [CCH Food 
Drug Cosmetic Law Reports § 22,181] 

Maybach v. Falstaff Brewing Corporation, et al. (Missouri) July 11, 1949 [CCH 
Food Drug Cosmetic Law Reports § 22,182] 

Fick v. Pilsener Brewing Company (Ohio) April 8, 1948 [CCH Food Drug ¢ 
metic Law Reports § 22,187] 

Coca-Cola Bottling Company of Fort Smith v. Hicks (Arkansas) October 17, 1949 
[CCH Food Drug Cosmetic Law Reports § 22,188] 

Merchant v. Columbia Coca-Cola Bottling Company (South Carolina) February 
11, 1949 [CCH Food Drug Cosmetic Law Reports § 22,171] 

Boykin v. Chase Bottling Works (Tennessee) March 2, 1949 [CCH Food Dru 
Cosmetic Law Reports § 22,173.] 

Cunningham v. Coca-Cola Bottling Company of Los Angeles (California) August 
4, 1948, 198 Pac. (2d) 333 


Lawton Coca-Cola Bottling Company v. Shaughnessy (Oklahoma) June 28, 1949 
[CCH Food Drug Cosmetic Law Reports § 22,178] 
Woschenko v. Schmidt Sons, Inc., et al. (New Jersey) May 16, 1949 [CCH 


Food Drug Cosmetic Law Reports § 22,194] 
Kees v. Canada Dry Gingerale, Inc. (Kansas) December 5, 1949 [CCH Food Dru 


Cosmetic Law Reports § 22,195] 


Foreign Substance Beverage Cases 

Norfolk Coca-Cola Bottling Works, Inc. v. Land (Virginia) March 7, 1949 |CCH 
Food Drug Cosmetic Law Reports § 22,165] 

Pepsi-Cola Bottling Company of Norfolk, Inc. v. McCullers (Virginia) March 7, 
1949 [CCH Food Drug Cosmetic Law Reports § 22,166] 

Birmingham Coca-Cola Bottling Company, et al. v. Sellers (Alabama) February 
22, 1949 [CCH Food Drug Cosmetic Law Reports § 22,185] 

Wilson v. Coca-Cola Bottling Company of New York, Inc. (New Jersey) April 20, 
1949 [CCH Food Drug Cosmetic Law Reports ¥ 22,172] 

LaGrotte v. Dad’s Root Beer Bottling Company (Pennsylvania) March 16, 1949 
[CCH Food Drug Cosmetic Law Reports § 22,174] 

Day, et al. v. Rains (Kentucky) May 13, 1949 [CCH Food Drug Cosmetic Law 


Reports ¥ 22,175] 
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Harris v. Alexandria Coca-Cola Bottling Company, Ltd. (Louisiana) June 6, 1949 
[CCH Food Drug Cosmetic Law Reports § 22,177}. 

Magic City Bottling Company v. Tolbert (Alabama) July 19, 1949 [CCH so 
Drug Cosmetic Law Reports § 22,191}. 

Beaumont Coca-Cola Bottling Company v. Guillot (Texas Court of Civil Appeals) 
222 S. W. (2d) 141. 

Crews v. Sikeston Coca-Cola Bottling Company (Missouri) December 30, 1949 
[CCH Food Drug Cosmetic Law Reports § 22,196}. 


Foreign Substance and Contaminated Food Cases 


Scaghtoni v. Oriti, et al. (Ohio) June 7, 1948 [CCH Fcod Drug Cosmetic Law 
Reports § 22,161]. 

Grant v. Loblaw Groceterias, Inc. (New York) November 10, 1948 [CCH Food 
Drug Cosmetic Law Reports § 22,163}. 

Williams v. Campbell Soup Company, et al. (Missouri) November 8, 1948 [CCH 
Food Drug Cosmetic Law Reports ¥ 22,169]. 

Swift & Company, et al. v. Mackey (Texas) December 10, 1948 [CCH Food Drug 
Cosmetic Law Reports § 22,170}. 

Tyrrell v. Lay, et al. (New York) June 28, 1949 [CCH Food Drug Cosmetic Lax 
Reports ¥ 22,184]. 

Nicketta, et al. v. National Tea Company (Illinois) June 29, 1949 [CCH Food 
Drug Cosmetic Law Reports § 22,179}. 

Danker, et al. v. Fischer Baking Company (New Jersey) October 20, 1949 [CCH 
Food Drug Cosmetic Law Reports § 22,189]. 

Porter Company v. Craddock Canning and Preserve Company (Kentucky) June 
23, 1949 [CCH Food Drug Cosmetic Law Reports § 22,190]. 

W hittingstall v. Russ (Pa. Ct. of Com. Pleas) 12 Fay L. J. 24. 

Stein v. Woodlawn Farms Dairy Company (Pa. Ct. of Com. Pleas) “50 Lacl 
Jur. 1. 

Great A & P Tea Company v. Meeks (Ala. Ct. of Appeals) 38 So. (2d) 891 


Adulterated (Watered) Milk 
Roberts, et al. v. Greene (Kentucky) May 3, 1949 [CCH Food Drug Cosmeti 
Law Reports ¥ 22,176}. 
Injury from Shampoo 


Pietrus v. Watkins Company, ct al. (Minnesota) July 1, 1949 [CCH J’ood Drug 
Cosmetic Law Reports § 22,180]. 
Injury from Permanent Wave Solution 


Briggs v. National Industries, Inc. (California) June 22, 1949 [CCH loeod Drug 
Cosmetic Law Reports § 22,183]. 


Injury from Defective Vaporizer 


Lindroth, et al. v. Walgreen Company, et al. (Illinois) June 14, 1949 [CCH food 
Drug Cosmetic Law Reports § 22,186] 
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A summary of the above reported product liability cases decided 


during the past vear is as follows: 


Explosion of bottled beverages 13 
Beverages containing foreign substances 10 
Foreign substance and contaminated food 11 
Adulterated milk l 
Injury from shampoo l 
Injury from permanent wave solution I 
Injury from defective vaporizer l 


The geographical distribution of the above reported product lia- 


bility cases, decided during the past year, is as follows: 


Alabama 3. New Jersey 3 
Arkansas 1 New York 2 
California 3 Ohio 2 
Florida 1 Oklahoma ] 
Illinois 2 Pennsylvania 4 
Kentucky 3 South Carolina l 
Louisiana 1 Tennessee 2 
Minnesota 1 ‘Texas 2 
Missouri 4 Virginia 2 


Number of cases reported during the past year in which the 
doctrine of res ipsa loquitur was pleaded or argued as the basis of lia- 
bility 15 

Number of cases in which the courts refused to apply the doctrine 
of res ipsa loquitur 7 

In the field of product liability law, the following annotations and 
articles were published during the past year: 

1. Res ipsa loquitur as applied to bursting of bottled beverages, 


» 


food containers, et cetera, 4A. mz R. (2) 406. 


(2) 1027. 
3. “The Nature of an Action for Breach of Warranty in Pennsy]l 
vania,” 10 University of Pittsburgh Law Review (May 1949) 524-528. 


2. “Implied Warranty of Fitness by One Serving Food,” 7 A. L. R. 


4. “The God in the Machine—A Study in Precedent,” 29 Boston 


University Law Review (January 1949) 37-78. 


SJ 
w 
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5. “Warranties of Kind and Quality under the Uniform Revised 


Sales Act,” 57 Yale Law Journal, 1389-1407. 

6. “Res Ipsa Loquitur in California,” 37 California Law Review 
(June 1949) 183. This article is written by Dean William L. Prosser 
of the University of California, School of Jurisprudence, who for many 
years has been a leading author and authority in the field of tort law. 

See also Law Revision Commission—State of New York—Recom- 
mendations and study relating to Warranties of Fitness, published 
in 1943. 

See also Thompson on Negligence. Volume 8, Section 7035, pages 
1022-1024 for an excellent discussion of res ipsa loquitur. 

I wish again to go on record as forcefully and as sincerely as pos- 
sible to urge your cooperation with the United States Food and Drug 
Administration. Those of you who have not exposed yourselves to 
getting acquainted with the food and drug officials in Washington and 
elsewhere, | urge you to do so at your earliest convenience. Their 
doors are always open. You will always have a hearing. No problem 
is too insignificant or unreasonable for you to discuss with them or 
for them to discuss with you. They are fair, most competent and 
conscientious. You may disagree with the food and drug officials, as 
I have, but you will never, if my long experience is any criterion, have 
reason to complain of inability to obtain a hearing, to have your 
problems considered or to be treated fairly, though at times, perhaps, 
firmly. 

The officials and the entire organization of the Food and Drug 
Administration are charged with the tremendous responsibility of pro 
tecting the health of the American consuming public and we, as 
lawyers, should cooperate with them and assist them in every way 


possible. [The End] 








FOOD COMPOSITION TABLES 
The FAO Standing Committee on Nutrition has prepared a publi- 
cation, Number 3 in the FAO’s Nutritional Studies, which is the first 
unified analysis of the nutrient values of the world’s 292 principal 
foods (The International Reporter, February 1950). 
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Report of the 


th Annual 
Meeting 


Retail Food Exemptions Committee 


¥ OUR COMMITTEE appointed to 
study and consider the matter of re- 
tail food exemptions from the Federal 
Food, Drug, and Cosmetic Act, the 
need for which arises by reason of the 
Supreme Court’s opinion in United States 
v. Sullivan and the subsequent Miller 
Amendment to the Act, respectfully 
submits this second of its interim re- 
ports ; 

The Committee has met on various 
with representatives of the 
Food and Drug Administration to ex- 
plore the many facets of the problem, 
including the approach which 
should direct the efforts made toward 
its solution, the existence of business 


occasions 


basic 


practices, consumer buying habits and 
other considerations bearing on the de- 
sirability of exemptions from specific 
requirements, and the scope and ap- 
plication of the exemptions to be recom- 
mended as well as the mechanics for 
putting them into effect. 
Members of the committee, 
as it was practicable for them to do so, 


insofar 


actively solicited and collected informa- 
tion and suggestions from food distrib- 
utors and their representatives. Because 
of working limitations, 
survey of statistical exactitude was con- 
ducted, though, as we have reported to 
you previously, a study of this nature 
has been carried out by the Adminis- 
tration. 


however, no 


On certain rather fundamental matters 
the committee has reached definite con- 
clusions which it believes are sound in 
principle. 

Determination of Public Interest.— 
The first is that since it was originally 
thought that the Act would not apply 


to local food retailers, and since it is 
generally agreed that the extension of 
the affirmative labeling requirements to 
such merchants will entail unreasonable 
hardship on them and an undue eco- 
nomic burden on both them and con- 
sumers unless caution and restraint are 
exercised, we are of the opinion that the 
approach should be to determine where 
if at all the public interest in having 
each of the kinds of informative labeling 
outweighs the public interest in avoid- 
ing such hardship and burden. This is 
in preference to an approach which 
would assume that there is an important 
public interest in compliance by the re- 
tailer with all the labeling requirements, 
and that exceptions should be granted 
only where compliance is impossible. 


Prohibitions Against False Labeling. 
—Second, it is our opinion that the pro- 
hibitions against false or misleading 
labeling, such as provided in Section 
403 (a), are essential attributes of any 
such law that cannot be dispensed with 
in the public interest. 

There are other matters of 
complex and difficult nature, 
which the committee still is considering. 


a more 
however, 


Issuance of Exempting Regulations 
by Administrator.—One of these is a 
further question of whether the general 
authority vested in the Administrator to 
promulgate regulations for the efficient 
enforcement of the Act, (Section 701 
(a)) is sufficient basis for a regulation 
exempting retailers of food from affirm- 
ative requirements provided by subsec- 
tions under Section 403 that do not 
specifically allow for exemptions when 
compliance is impracticable. 








1 For previous report of this Committee 
of the Section on Food, Drug and Cosmetic 
Law of the New York State Bar Associa- 


Retail Food Exemptions Committee 


tion, see 4 Food Drug Cosmetic Law 
Quarterly 105 (1949) 
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Statement of Administrative Policy. 
—One remedy which suggests itself in 
the event that the authority given by 
Section 701 (a) is found to be question- 
able for the purpose of issuing exempt- 
ing regulations, is that the Administrator 
can make a statement of policy which he 
will follow in enforcing the Act. This 
means, in effect, that a retailer may be 
in technical violation although the Ad- 
ministration will abstain from prosecu- 
tion. The committee is considering, 
however, the possibility, though it may 
be slight, that such a statement of 
policy, in place of a regulation, might 
leave retailers open to civil actions by 
consumers who suffer injury by reason 
of the retailers’ non-compliance with 
the informative labeling requirements. 
In this connection the committee has 
noted the dictum by Judge Learned 
Hand in a case involving the right of a re- 
tail dealer to sue under the Robinson- 
Patman Act, arising from a sale made 
in intrastate commerce: 


True the injury suffered by the plain- 
tiff was to its intrastate business, but 
that is irrelevant. It is enough that the 
wrong is one of federal cognizance; its 
consequences are actionable whether or 
not they affect interests which are also 
of federal cognizance. To recover for 
injuries done by a violation of the Pure 
Food and Drug Act, for example, the 
sufferer need not himself be engaged in 
any federal activity; federal legislation 
is passed for the benefit of all citizens 
whom it may affect; the means provided 
to protect their interests must be within 
the Constitutional powers of Congress, 
but the interests protected need not be. 
Sun Cosmetic Shoppe, Inc. v. Elizabeth 
Arden Sales Corporation (CA-2; 1949) 
CCH Trade Regulation Reports, ¥ 62,521. 


Making Information Available to 
Consumer.—The committee also is 
studying the various possible alternative 
devices or methods that can be em- 
ployed for making what may be con- 
sidered essential information available 


Page 176 





to purchasers or consumers in such a 
manner that exemptions can be prop- 
erly granted to retailers from require- 
ments of the Act itself. Some of the 
devices considered are counter cards, 
removing the food from labeling and 
weighing, measuring or counting it in 
a manner affording adequate oppor- 
tunity for the purchaser to 
these operations, and informational bul- 
place 


observe 
letins placed in a conspicuous 
within the store. 


State and Federal Food and Drug 
Statutes.—A related problem to which 
consideration must ultimately be given, 
although perhaps by another com- 
mittee, is that arising under the inform- 
ative labeling requirements of the state 
food and drug statutes, as to many of 
which retailers are necessarily in “tech- 
nical” violation, just as they are now, 
following the Sullivan case and the 
Miller Amendment, in violation of the 
Federal Act. It presently appears to 
your committee that when reasonable 
exemptions from the Federal require- 
ments have been completed, it should 
be recommended to the state enforce- 
ment authorities that they allow the 
same exemptions under their statutes. 
In the meantime, any special or alterna- 
tive requirements imposed upon retailers 
by Federal regulations or statements of 
policy as conditions for exemptions 
from the Federal Act should be such as 
not to cause practical conflict with state 
requirements. 

Proposed exemptions when tentatively 
decided upon by the Food and Drug 
Administration will be issued for the in- 
formation and criticism of all interested 
persons. Your committee in the mean- 
time invites advice from counsel in the 
food trades. Information and sugges- 
tions will be greatly appreciated. 

Respectfully submitted, 


NEWELL W. ELLISON 
Tyre TAYLOR 
WILLIAM A. 


January 26, 1950 


QuINLAN, Chairman 
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A NEW LOOK AT ANTITRUST 
ENFORCEMENT TRENDS 


—and Other Papers (0€29) 


Here in this “Antitrust Law Symposium, 1950 Edition” are 
those important and enlightening papers delivered January 25, 1950, 
at the second annual meeting of the Section on Antitrust Law of 


the New York State Bar Association. 


Incisively discussed by recognized authorities are basic trends 
under federal antitrust laws, the proposal for federal incorporation 
and licensing of interstate corporations, price competition under 
the Robinson-Patman I’rice Discrimination Act, and numerous other 


topics of present-day importance. 


Truly a treasury of top-flight legal thinking on business prob 
lems of today—contents include: Introductory Statement, Charles 
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